UMASS/AMHERST 


The 

John  W  McCormack 
Institute  of 
Public  Affairs 


An  Occasional  Paper 


Lessons  From  Experiences  Of  Pioneers: 
Issues  in  Immunization  Registry 
Structure  and  Design 

by 

Phyllis  Freeman,  J.D. 
Gloria  Cross 
Maria  Elena  Letona 
Carolyn  Waters 


October  1994 
$5.00  per  copy 


University  of  Massachusetts 
Boston 


The  McCormack  Institute 

The  John  W.  McCormack  Institute  of  Public  Ajf airs,  established  in 
1983  at  the  University  of  Massachusetts  Boston,  and  named  in  honor  of  the 
late  John  IV.  McCormack,  former  Speaker  of  the  U.S.  House  of  Representa- 
tives, is  a  multi-purpose  public  policy  research  institute. 

Operating  out  of  four  separate  Centers,  its  fellows  and  staff  represent 
some  of  the  most  accomplished  academics  and  practitioners  from  such  diverse 
fields  as  journalism,  economics,  politics  and  the  social  sciences,  connecting  the 
University  community  to  the  centers  of  power  and  innovation  in  the  private 
and  public  sectors. 

Its  faculty,  fellows  and  staff  are  involved  in  teaching,  survey  research, 
educational  and  informational  seminars,  the  publication  of  books,  academic 
papers  and  newspaper  columns  as  well  as  appearing  regularly  as  guest  speakers, 
moderators,  and  panelists  on  TV  and  radio. 


The  views  contained  in  this  paper  are  those  of  the  author(s)  and  not  the 
John  W.  McCormack  Institute  of  Public  Affairs. 


An  Occasional  Paper 


Lessons  From  Experiences  Of  Pioneers: 
Issues  in  Immunization  Registry 
Structure  and  Design 

by 

Phyllis  Freeman,  J.D. 
Gloria  Cross 
Maria  Elena  Letona 
Carolyn  Waters 


October  1994 


McCormack  Institute 
Occasional  Papers 


Ordering  Information 

The  McCormack  Institute  regularly  publishes  Occasional  Papers  on  issues 
deemed  worthy  of  further  attention.  A  complete  listing  of  papers  appears  at  the 
back  of  this  manuscript. 

To  order  additional  copies  of  this  paper,  enclose  a  check  in  the  amount  of 
$5.00  made  payable  to  the  McCormack  Institute  and  mail  to: 


Occasional  Paper  Series 

John  W.  McCormack  Institute  of  Public  Affairs 

University  of  Massachusetts  Boston 

100  Morrissey  Boulevard 

Boston,  MA  02125-3393 


or  call:  617-287-5550 
Fax:  617-287-5544 


Digitized  by  the  Internet  Archive 

in  2015 


https://archive.org/details/lessonsfromexperOOfree 


The  Authors 


Phyllis  Freeman  is  a  Senior  Fellow  at  the  John  W.  McCormack  Institute  of  Public  Affairs  and 
Professor  in  the  Law  Center  at  the  University  of  Massachusetts  Boston. 

Gloria  Cross  is  a  third  year  doctoral  student  in  UMass  Boston's  Public  Policy  Program  with  a 
special  interest  in  community  development. 

Elena  Letona  is  a  third  year  doctoral  student  in  UMass  Boston's  Public  Policy  Program  with  a 
special  interest  in  youth  health  issues.  She  is  also  associated  with  the  University's  Gaston 
Institute  for  Latino  Community  Development  and  Public  Policy. 

Carolyn  Waters  is  a  third  year  doctoral  student  in  UMass  Boston's  Public  Policy  Program 
with  a  special  interest  in  treatment  and  planning  for  delinquent  juvenile  populations.  She  has 
served  as  a  research  analyst  with  Massachusetts  Department  of  Youth  Services  for  the  past  six 
years. 


e 


Acknowledgement 


This  paper  was  prepared  under  contract  with  the  National  Immunization  Program,  Centers  for 
Disease  Control  and  Prevention,  U.S.  Public  Health  Service,  Department  of  Health  and 
Human  Services. 


r 


Executive  Summary 


The  authors  present  the  results  of  a  survey  of  twelve  immunization  registry  pilot 
projects  undertaken  to  provide  information  and  advice  about  registry  design  to  the 
Massachusetts  Department  of  Public  Health.  The  paper  is  intended  to  assist  planners  in  all 
parts  of  the  country  and  those  preparing  to  link  local  projects  into  an  effective,  national 
information  system. 

The  twelve  sites,  from  across  the  country,  are  systematically  described:  the 
demogr^hics  of  the  target  populations;  the  characteristics  of  the  providers  of  vaccinations, 
the  goals  and  functions  of  each  registry.  By  function,  the  registries  surveyed  fall  into  three 
categories:  those  focusing  exclusively  on  immunization;  those  linking  immunization  registry 
data  to  public  health  data  and  programs;  and  those  intending  to  link  both  to  a  comprehensive 
medical  records  system.  The  categories  provide  a  framework  for  the  analysis  in  subsequent 
sections. 

Next,  the  paper  discusses  four  models  for  enrolling  children  in  immunization  registries. 
It  looks  at  how  data  are  collected,  at  how  children  are  identified  and  at  the  variations  within 
the  models  which  ave  developed  during  implementation.  Special  circumstances  in  surveyed 
sites  are  used  to  warn  planners  who  might  not  otherwise  become  aware  of  sensitive  issues 
before  problems  arise. 

Third,  the  authors  tackle  the  complex  topic  of  access  to  registry  data:  the  who,  how, 
what,  why  and  security  measures.  Public  health  and  medical  functions  are  historically 
separate  as  are  their  record  systems.  These  have  determined  who  does,  or  should,  gain  access 
to  registry  data  as  illustrated  in  the  access  policies  of  the  surveyed  sites,  restrictions  imposed 
on  access,  and  security  measures  employed  to  reinforce  compliance  with  policies.  This 
section  closes  with  a  discussion  of  intended  purposes  of  registry  information  versus 
unintended  uses.    Information  experts  have  recently  named  the  unintended  uses  "function 
creep"  as  it  is,  at  times,  a  subtle  process. 

Fourth,  the  authors  present  the  categories  of  state  laws  on  which  registries  may  depend 
for  authorization:  public  health  statutes;  immunization  laws;  legislation  regulating  the 
practice  of  medicine,  health  professionals  and  medical  records;  and  information  privacy  laws. 
They  summarize  all  of  the  new  provisions  which  have  been  proposed  in  the  jurisdictions  in 
which  the  surveyed  registries  operate  and  identify  which  had  been  enacted  at  the  time  of  the 
survey.  New  authorizing  statutes  which  may  be  of  general  interest  are  included  as 
appendices. 

The  fifth  section  discusses  the  interests  and  concerns  of  the  parties  who  have  been  or 
will  be  most  involved  with  day  to  day  operations  of  registries:  providers,  parents,  project 
planners  and  coordinators. 

Finally  the  authors  place  the  planning  of  immunization  registries  in  the  context  of 
national  health  care  reform.  How  may  national  health  reform  influence  registries?  Can 
crucial  lessons  to  be  learned  from  registries  improve  health  care  at  the  local,  state  and 
national  levels? 
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INTRODUCTION 


Joining  a  host  of  other  cities  and  states,  the  Massachusetts  Department  of  Public  Health 
(MDPH)  began  planning  an  immunization  registry  in  1993.  MDPH  asked  a  team  of  doctoral  students 
enrolled  in  a  Policy,  Planning  and  Program  Development  seminar  in  the  Ph.D.  Program  in  Public 
Policy  at  the  University  of  Massachusetts  in  Boston  '  to  assist  by  surveying  twelve  sites  which  have 
developed  or  are  currently  developing  computerized  immunization  registries.  Working  with  the 
Massachusetts  Immunization  Action  Plan  Coordinator  ^  the  team  developed  a  survey  instrument  to 
cover  those  topics  of  special  interest  to  MDPH:  1)  program  goals  and  objectives;  2)  intended  uses 
for  the  registries;  3)  authority  under  which  the  registries  operate;  4)  consent,  confidentiality  and 
access  to  data;  and  5)  stakeholder  participation. 

The  survey  was  intended  as  a  quick  and  informal  w^  of  identifying  issues  for  Massachusetts 
to  consider  in  planning.  It  was  never  intended  to  be  used  as  a  basis  for  evaluating  the  design  or 
operations  of  any  of  the  participating  sites.  ^  The  MDPH  wanted  some  site  specific  information  in 
order  to  understand  the  choices  other  planners  had  made  in  the  context  of  the  characteristics  of  their 
populations,  providers  and  political  environments.  MDPH  also  wanted  to  identify  sites  whose 
characteristics  (such  as  predominance  of  private  providers)  might  make  their  experiences  especially 
relevant  to  Massachusetts.  * 

Technology  issues,  such  as  selection  of  computer  hardware  and  software,  were  not  among  the 
topics.  It  will  be  important  in  the  fiiture  to  study  reminder  and  recall  elements  of  these  information 
systems  but  we  were  unable  to  do  so  given  the  early  stage  of  development  of  most  surveyed  projects. 
Doctoral  students  conducted  telephone  surveys  with  key  informants,  usually  the  Project  Director  or 


^  In  addition  to  the  authors,  the  participants  from  the  University  of  Massachusetts  Public  Policy  Program, 
whom  we  thank,  include  the  interviewers  Michael  Eisenscher,  Juan  Evereteze,  Michael  Liu,  Larry  Makovich, 
Georges  Ntumba,  Rick  Sherburne,  and  Michael  Stone,  PhJD.,  who  co-taught  the  seminar  with  Phyllis  Freeman. 

'  Donna  Lazorik,  R.N 

'  The  Robert  Wood  Johnson  Foundation  has  contracted  with  the  Cecil  G.Sheps  Center  at  the  University  of 
North  Carolina  for  an  evaluation  of  the  All  Kids  Coimt  project  registries.  At  the  time  of  this  survey,  no  site  by 
site  information  was  available  from  the  Sheps  Center  although  they  did  provide  Massachusetts  with  a  copy  of 
its  questionnaire. 

*  All  interviewers  informed  their  contacts  that  the  iofonnation  was  being  gathered  in  order  to  share  it  with 
Massachusetts  and  other  sites  with  similar  interests. 


Project  Coordinator,  at  each  site  between  April  19  and  May  3  of  1994.  Consequently,  all  reports  from 
the  respondents  refer  to  the  status  of  their  projects  at  that  time.  [See  Appendix  A  for  survey 
instrument]. 

The  projects  surveyed  were  Everett,  WA  (multi-county),  ^  Milwaukee,  WI  (comity), 
Mississippi  (state),  Nashville,  TN  (county),  Nevada  (state).  New  York  (city).  North  Carolina  (state), 
Philadelphia,  PA  (county),  Rhode  Island  (state),  Richmond,  VA  (multi-health  districts),  San 
Bernardino,  CA  (county)  and  Savannah,  GA  (county).  ^   In  every  case  the  registry  projects  are 
developed  and  implemented  xmder  the  auspices  of  departments  of  health.  Cooperation  from  these 
informants  was  exceptional.  Most  interviewers  foimd  their  respondents  enthusiastic  about  sharing  their 
experiences  and  about  the  prospect  of  learning  from  the  experiences  at  other  sites. 

Decrying  the  low  levels  of  immunization  among  children  aged  0  to  2  years  old  as  he  took 
office.  President  Clinton  challenged  the  United  States  to  improve  immunization  rates  more  r^idly  and 
more  systematically  than  ever  before.  As  a  way  to  know  who  has  been  vaccinated  and  who  has  not, 
immunization  registry,  reminder  and  recall  systems  have  taken  center  stage  as  a  strategy  of  choice.  In 
every  instance  the  development  of  a  registry  forms  a  part  of  more  comprehensive  plans  to  improve 
immunization  programs  in  every  state  as  expressed  in  the  Immunization  Action  Plans  submitted  to  ihe 
Centers  for  Disease  Control  and  Prevention  (CDC).  Registry  planners  in  Massachusetts  hope  their 
registry  will  allow  every  encounter  between  a  child  and  the  health  care  system  to  become  an 
opportunity  to  assess  immunization  status  and  provide  immunization  services. 

Historically  immunization  has  been  simultaneously  an  element  of  broad  public  strategies  to 


^  In  reviewing  this  paper,  Edward  Marcuse,  M.D.,  a  pediatrician  at  the  University  of  Washington  in  Seattle 
noted  that  calling  the  multi-county  site  in  Washington  by  one  city's  name  might  confuse  others.  We  make  this 
note  as  a  substitute  for  having  another  suggestion  of  what  the  site  might  more  appropriately  be  called. 

*  No  scientific  method  was  used  to  select  the  12  sites.  Because  there  was  an  urgent  need  for  the  MDPH  to 
learn  from  the  experience  of  others  we  selected  sites  which  appeared  to  involve  a  variety  of  characteristics  from 
among  the  first  list  provided  to  us  by  the  National  Vaccine  Advisory  Committee  Subcommittee  on  Vaccination 
Registries.  Because  computerization  was  a  prime  criterion,  sites  are  mostly  of  recent  vintage,  and  many  have 
benefitted  from  All  Kids  Covmt  planning  grants  (a  program  initially  sponsored  by  the  Robert  Wood  Foimdation 
and  joined  by  the  Annie  C.  Casey  and  Aetna  foundations).  It  is  probably  the  availability  of  the  additional 
funding  that  allowed  them  to  bxiild  computerized  systems. 
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enhance  the  health  status  of  the  population  and  an  element  of  medical  care.  ^  In  the  recent  health 
reform  debates  some  have  spoken  of  achieving  universal  immunization  of  children  as  a  "down 
payment"  on  universal  health  care.  The  Clinton  Administration  proposed  that  immunization  serve  as 
an  element  for  assessing  the  quality  of  care  in  a  reformed  delivery  system.  Completeness  in  childhood 
immimization  requires  a  population  based  approach,  including  a  means  for  identifying  every  child  in 
the  commimity.  Once  identified,  those  who  have  missed  doses  in  the  recommended  vaccination 
schedule  can  be  served.  Assuring  children  receive  shots  on  time  necessitates  a  prospective  approach 
where  providers  and  families  plan  for  vaccination  on  schedule.  Currently  departments  of  health  do  not 
know  how  many  or  which  children  need  services.  Effective  population  based  immunization  registries 
foster  accountability  for  assuring  each  child  is  matched  with  a  provider.  The  Institute  of  Medicine 
concluded  state  health  departments  should  assume  primary  accountability  for  assuring  that  every  child 
is  matched  with  a  provider  who  will  provide  all  recommended  immimizations.  ^  There  is  one  very 
successful  population  based  registry  model  operating  in  the  United  Kingdom  which  has  been  credited 
with  raising  immunization  rates  for  all  children  of  all  ages  to  at  least  90%  for  all  vaccines.  ' 

The  potential  benefits  of  registries  have  been  discussed  at  length  elsewhere,  most  recently  in 
the  summary  of  an  Institute  of  Medicine/National  Academy  of  Sciences  workshop  entitled. 
Overcoming  Barriers  to  Immunization  published  in  April  1994    and  in  the  Report  of  the  National 
Vaccine  Advisory  Committee  Subcommittee  on  Vaccination  Registries  released  in  Jime  1994.  The 
National  Vaccine  Advisory  Committee  analysis  summarizes  eight  advantages  to  a  national  system  for 
overcoming  weaknesses  of  current  approaches: 


'  See  Freeman,  Johnson  and  Babcock,  A  Health  Challenge  for  the  States:  Achieving  Full  Benefit  of 
Childhood  Immunization,  The  John  W.  McConnack  Institute  of  Public  Affairs,  University  of  Massachiisetts, 
Februaiy  1993. 

*  See  Institute  of  Medicine,  Overcoming  Barriers  to  Immunization,:  A  Workshop  Summary,  National 
Academy  Press,  1994.  See  especially  Chapter  4. 

®  lOM  Op  Cit.  p  32-33  and  Freeman  and  Robbins,  "Health  Care  Reform  Without  Public  Health:  A 
Formula  for  Failure,"  Journal  of  Public  Health  Policy,  Fall  1994.  (in  press) 

*°  lOM,  Op.  Cit. 

"  National  Vaccine  Advisory  Committee,  Subcommittee  on  Vaccination  Registries,  "Developing  a  National 
Immunization  Information  System:  Registries,  Reminders  and  Recall"  Jxme  9,  1994. 
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o  provide  reliable  immunization  records  for  families  and  providers 

o  allow  more  efficient  outreach  and  follow-up  ^ 

o  assess  coverage  more  accurately  and  reduce  the  cost  of  surveys 

o  serve  as  a  management  tool  and  quality  indicator  for  providers 

o  facilitate  coordination  of  public  and  private  providers 

o  monitor  vaccine  use,  by  product  and  manufacturer 

o  increase  the  capacity  to  monitor  vaccine  safety 

o  link  to  other  child  health  data  systems. 


The  first  section  of  this  paper  summarizes  the  status  of  the  projects,  the  goals  and  primary  ^ 
functions  the  registries  are  intended  to  perform.  The  second  discusses  methods  for  enrolling  the  target 
population  and  identifying  each  child  in  the  data  base.  The  third  section  introduces  historical 
differences  between  public  health  and  medical  records  as  the  basis  for  promoting  efficient  designs 

n 

which  also  protect  privacy.  It  summarizes  site  variations  in  terms  of  'who  is  permitted  access  to  which 
registry  data.    Avoiding  unintended  uses  of  data  and  security  measures  are  included  in  Section  HI. 
The  fourth  section  explores  legal  authority  for  operating  registries  of  varying  characteristics.  The  fifth 
section  discusses  political  and  practical  considerations  for  registry  planners  that  may  affect,  or  be 
affected  by,  the  participation  of  principal  stakeholders  in  design  and  implementation  phases.  We  close 
with  some  policy'  observations  about  registry  development  in  the  era  of  medical  care  reform  debates. 


Our  analysis  of  policy  implications  derives  not  only  from  the  survey  but  from  exposure  to  the  ' 
experiences  of  a  registry  pilot  program  in  three  Massachusetts  communities,     the  planning  process  in 
Massachusetts,  reports  about  the  Hartford,  CT  "  and  San  Antonio,  TX     sites  and  the  woric  of  the 
National  Vaccine  Advisory  Committee  Subcommittee  on  Vaccination  Registries. 

r 


"  Ibid.  p.  6. 

"  Cambridge,  Chelsea  and  Somerville  project  coordinated  through  Cambridge  Hospital  by  David  Link, 
M.D.  and  Susan  Freireich,  MPJI. 

"  Oral  presentation  to  Massachusetts  Immunization  Task  Force  in  Spring  1994  by  Susan  Freireich  who 
visited  the  site. 

Oral  presentation  to  Massachusetts  Immunization  Task  Force  in  Spring  1994  by  Susan  Lett,  MD. 
Director  of  Epidemiology  and  Immunization  for  Massachusetts  and  Member,  National  Vaccine  Advisory 
Committee  (NY AC)  and  NVAC  Subcommittee  on  Vaccination  Registries. 
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The  story  which  emerges  is  one  in  which  planners  face  conflicting  objectives,  trade-offs  and 
choices.  At  the  core  is  a  tension  between  efficiency  and  maintaining  cooperation  from  all  needed 
participants.  Principal  questions  for  planners  include: 

o  Is  the  plarming  driven  by  anticipation  of  health  care  reform?  by  the  desire  to  involve  more 
children  in  primary  care?  by  the  desire  to  coordinate  preventive  health  services?  by  a  focus 
limited  to  immunization  shortfalls?  or  all  of  these? 

o    Will  the  benefits  of  broadening  the  scope  of  a  registry  from  focusing  exclusively  on 
immunization  to  encompass  other  public  health  programs  and/or  comprehensive  medical 
records  systems  outweigh  the  risks? 

o    Will  the  advantages  to  health  departments  of  mandating  enrollment  outweigh  potential 
resistance? 

o    WiU  methods  of  managing  and  sharing  data  maximize  cooperation  from  parents  and  providers 
while  respecting  privacy,  confidentiality  and  professional  autonomy? 

o    Will  significant  differences  in  outcome  result  from  variations  in  the  nature,  extent  and  timing 
of  involvement  of  parents,  providers  and  other  stakeholders  in  planning,  implementation  or 
decision  making  processes? 

Interviews  with  registry  coordinators  dramatically  increased  our  appreciation  of  the  challenge  inherent 
in  balancing  trade-offs  between  ef&ciency  and  privacy  and  among  the  interests  of  parents,  providers, 
health  departments  and  others. 

I.  STATUS,  DESCRIPTION,  GOALS  AND  FUNCTIONS 
A.  Status  and  Description  of  Registry  Projects  Surveyed 

None  of  the  twelve  projects  is  in  fiiU  operation  although  six  (Everett,  Nashville,  Nevada, 
Richmond,  Savannah,  and  New  York     are  in  the  implementation  stage.  Respondents  defined 
implementation  as  initial  enrollment  of  children  and  entrance  of  immunization  records  into  the  data 
base.  Farthest  along  in  this  process  are  Savaimah,  Everett  and  Nashville  which  have  enrolled 
significant  numbers  of  children.  At  least  one  of  these  sites  is  also  sending  out  immunization 


'*  The  New  York  City  Department  of  Health  estabhshed  a  tracking  system  prior  to  the  new  wave  of  registry 
planning.  Their  second  generation  project  we  refer  to  as  "Citywide." 
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reminders  to  those  they  have  enrolled. 

Children  0-2  years  of  age  constitute  the  prime  target  populations.  Everett,  Milwaukee, 
Philadelphia  and  Rhode  Island  extend  their  target  populations  to  5  or  6  year  olds."  [See  Table  1, 
Target  Populations.]  The  enrollment  target  at  each  site,  determined  by  the  number  of  births  and  the 
ages  in  the  target  population,  ranges  from  the  smallest  target  population  in  Savannah  of  17,818  (ages 
0-4)  to  the  largest  in  New  York  of  272,000  (ages  0-2).  Savannah  has  enrolled  62%  of  its  target 
(demographic  information  plus  immunization  records),  while  Everett  and  Nashville  have  similarly 
enrolled  nearly  20%.  Rhode  Island  and  Philadelphia,  respectively,  have  entered  nearly  20%  and  50% 
of  birth  records. 

Availability  of  demogr^hic  information  to  planners  may  impact  registry  capacity  to  involve  target 
populations  sirfiBciently  to  meet  overall  goals  and  objectives  specific  to  "hard  to  reach"  or  underserved 
groups.  Thus  we  inquired  about  demogr^hic  information.  Characteristics  including  race,  languages, 
literacy,  ethnicity,  culture  and  income  are  often  not  recorded  in  the  registry.  Not  all  projects  were 
able  to  provide  estimates  of  the  composition  of  their  target  population. 

Of  the  eight  projects  for  which  some  race  or  ethnicity  information  is  currently  available,  children 
of  color  account  for  10%  (Rhode  Island)  to  71%  (New  York)  of  the  target  population.^^  Most  of  the 
children  of  color  are  Americans  of  African  descent:  Rhode  Island  4%;  Nevada  9%;  San  Bernardino 
9%,  North  Carolina  24%,  Milwaukee  25%,  New  York  30%,  Savannah  50%,  and  Richmond  62%. 
Latino  children  make  up  significant  proportions  in  some  sites:  Rhode  Island  6%,  Nevada  10%,  and 
New  York  32%.  Differences  among  Latino  groups  in  terms  of  ciilture  or  country  of  origin  were  not 
explored.  Respondents  estimate  that  Asian  groups  constitute  smaller  proportions  of  the  target 


"  This  extension  may  be  an  effort  to  service  children  who  did  not  complete  the  appropriate  immimization 
series  prior  to  age  2  or  to  provide  the  recommended  second  dose  of  measles  vaccine  before  school  entry.  With 
the  exception  of  Milwaukee,  whose  registry  is  currently  used  only  for  immunizations,  this  expansion  of  the 
target  population  may  also  result  from  the  functions  of  these  registries  other  than  immunization. 

Other  projects  which  reported  the  proportion  of  children  of  color  include  North  Carolina  (24%),  Nevada 
(25%),  San  Bernardino  (32%),  Milwaukee  (38%),  Nashville  (40%)  and  Savannah  (50%). 
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Table  1:  TARGET  POPULATIONS 

TARGET  #  IN  TARGET  NUMBER 

SITE                 POPULATION        POPULATION  *  ENROLLED 

EVERETT,  WA        0  -  6  YRS  180,000  32-35,000 

MILWAUKEE         0  -  6  YRS  90,000  0 

MISSISSIPPI           0-2  YRS  unknown  0 

NASHVILLE,  TN     0-2  YRS  86,450  16,000 

NEVADA               0  -  2  YRS  49,000A^AR  0 

NEW  YORK 

D.O.H.                 0-2  YRS  272,000  176,245 

CITYWIDE           0-2  YRS  272,000  0 

NORTH  CAROL.      0  -  2  YRS  210,000  0 

PHILA.,  PA            All  Bom  150-180,000  0 

since  1/87 

RHODE  ISLAND     0  -  6  YRS  80,000  0 

RICHMOND,  VA     0  -  2  YRS  20,431  1,143 

SAN  BERN.,  CA      0-2  YRS  150,000  0 

SAVANNAH,  GA     0  -  4  YRS  17,818  11,000 


*  Annual  numbers  should  not  be  assumed  unless  indicated  in  tiie  chart. 
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populations,  the  largest  proportion  (9%)  being  in  New  York. 


Beyond  English,  the  predominant  language,  Spanish  and  South  East  Asian  languages  (Hmong, 
Vietnamese,  Laotian,  Cambodian)  were  identified  most  often.  Russian,  Bosnian,  Romanian  and 
Japanese  were  also  noted  by  one  or  more  of  the  survey  sites.  The  sxirvey  instrument  did  not  seek 
rural-suburban-urban  distribution  and  was  insufficiently  detailed  to  distinguish  between  race  and 
ethnicity. 

Of  the  three  projects  which  have  information  on  income  (Milwaukee,  New  York,  North  Carolina), 
between  35%  and  50%  of  the  target  populations  are  from  low-income  families.^" 

In  seven  of  the  sites,  private  providers  administer  vaccines  to  at  least  50%  of  the  children,  with 
the  mix  ranging  from  75%  public  -  25%  private  to  100%  private.  Projects  where  half  or  more  of  the 
enrollees  use  private  providers  include  Nashville  (50%),  Richmond  (50%),  North  Carolina  (50%),  New 
York  (55%),  Everett  (80%),  Milwaukee  (80%),  and  Rhode  Island  (100%).  [See  Table  2  Public/ 
Private  Provider  Mix.] 

B.  Registry  Scope  and  Goals 

Every  registry  planner  will  build  a  project's  foundation  by  enumerating  the  goals  the  registry  is  to 
meet  and  by  specifying  the  functions  the  registry  needs  to  perform  to  meet  those  goals.  The  clarity 
with  which  the  goals  and  functions  are  stated  is  likely  to  afifect  the  entire  plaiming,  implementation 
and  evaluation  process.  Principal  stakeholders  such  as  parents  and  providers  will  be  more  or  less 
eager  to  cooperate  according  to  their  understanding  of  and  judgments  about  the  intended  goals  and 
functions  of  a  registry.  Many  other  potential  participants,  including  government  agencies,  medical 
care  institutions,  and  insurers  will  react  based  on  their  perceptions. 
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We  do  not  know  the  sources  for  each  of  these  estimates  as  to  racial/ethnic  composition. 


^°  New  York  and  North  Carolina  define  poverty  by  Medicaid  eligibility.  For  Milwaukee  we  do  not  have 
the  definition  of  low  income. 


Table  2:  PUBLIC/PRIVATE  PROVTOER  MIX  IN  REGISTRY  SITES 


SITE 

PUBLIC 

PRIVATE 

EVERETT,  WA 

20% 

80% 

MILWAUKEE,  WI 

20% 

80% 

MISSISSIPPI 

Unknown 

Unknown 

NASHVILLE,  TN 

50% 

50% 

NEVADA 

75% 

25% 

NEW  YORK  CITY,  NY 

45% 

55% 

NORTH  CAROLINA 

50% 

50% 

PHELADELPfflA,  PA 

Unknown 

Unknown 

RHODE  ISLAND 

0% 

100% 

RICHMOND,  VA 

50% 

50% 

SAN  BERNARDINO,  CA 

Unknown 

Unknown 

SAVANNAH,  GA 

70% 

30% 
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Will  additional  constituencies  who        never  participate  in  the  operation  of  the  registry  assume  it 
bears  on  their  interests?  Groups  concerned  with  privacy,  confidentiality  and  security  of  computerized 
information  systems  in  general  have  identified  issues  of  concern  in  some  locations.  Depending  on 
such  groups'  interpretations  of  goals  and  functions  they  m^  challenge  policy  makers  in  executive  or 
legislative  branches  of  government. 

Health  care  reform  debates  in  a  medical  care  sector  amounting  to  15%  of  the  economy  cannot  but 
affect  the  gestation  of  immimization  registry,  reminder  and  recall  systems.      It  comes  as  little 
surprise,  then,  that  registry  planners,  buffeted  by  health  care  reform  batties,  articulate  goals  which  vary 
considerably  and  reflect  some  elements  of  current  policy  debates  more  strongly  than  others. 

Certainly  all  projects  have  goals  specific  to  immunization.  Some  sites  have  intentionally  limited 
the  scope  to  immimization.  Other  projects'  goals  reflect  aspirations  for  greater  effectiveness  and 
efficiency  by  combining  immunization  and  other  public  health  data  bases  for  a  variety  of  childhood, 
population  based  programs  managed  by  departments  of  health.  In  other  instances,  project  goals 
integrate  immunization  registry,  reminder  and  recall  into  statewide,  computerized  and  comprehensive 
medical  records  systems  as  part  of  state  or  national  medical  care  reform.  Two  sites  intend  their 
registries  to  combine  goals  specific  to  immunization  with  those  related  to  one  or  more  other  public 
health  programs  and  with  new  and  comprehensive  systems  of  medical  records.  At  least  one  of  these 
sites  has  folded  in  a  billing  system  as  well.  [See  Table  3,  Selected  Functions  of  Registries,  and 
Section  in  for  greater  detail.] 

Goals  are  important  both  as  guidelines  for  action  and  as  benchmarks  against  which  efforts  can  be 
assessed.  Goals  tend  to  be  broad  statements  of  purpose.  Objectives  provide  the  means  for 
accomplishing  the  goals  and  a  basis  for  measuring  progress.  Specification  of  functions  allows  the 
planner  to  design  operational  elements  of  the  system.  While  the  survey  data  do  not  permit  a  fiill 
analysis  of  the  harmony  or  potential  for  conflict  among  goals  and  objectives,  they  do  support  a 
discussion  of  the  scope  of  projects  and  planning  dilemmas  based  on  the  key  goals  and  functions 


See  Freeman  and  Robbins,  Op  Cit. 
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identified  by  respondents. 


How  formal  were  the  projects'  goals?  Of  the  nine  projects  which  provided  goal  statements  or 
summaries,  seven  did  so  in  written  form  (Milwaukee,  New  York  City,  North  Carolina,  Rhode  Island, 
Richmond,  San  Bernardino,  Savannah),  and  two  described  them  in  the  course  of  the  interviews 
(Nashville  and  Nevada). 

A  comparison  of  goal  statements  to  registry  functions  allows  a  planner  to  check  on  the  consistency 
between  the  two  and  to  assess  the  likely  attractiveness  of  both  to  those  stakeholders  whose  cooperation 
is  imperative.  Goals  and  functions  likely  to  help  providers  assemble  a  more  complete  medical  history 
of  their  patients  may  be  particularly  attractive  to  those  in  medical  settings.  Goals  and  functions  to 
ease  management  of  now  separate  data  systems,  or  to  allow  for  more  comprehensive  or  efficient 
administration  of  public  health  screening  and  prevention  programs  may  appeal  especially  to  health 
departments.  Goals  and  functions  to  assure  easy-to-obtain  and  up-to-date  immunization  records  are 
intended  to  serve  families,  and  may  be  of  greatest  benefit  to  those  whose  children  m^  have  been  seen 
by  multiple  providers  in  the  fi^gmented  world  of  medical  and  public  health  services. 

Based  on  the  materials  provided  for  review,  it  is  possible  that  some  sites  risk  diminishing  their 
appeal  to  certain  constituencies  or  confusing  their  stakeholders  with  possible  contradictions  among 
goals  or  between  goals  and  functions.  For  example,  Nevada  and  Savannah  ^pear  to  have  narrow 
goals  related  only  to  immunizations  but  functions  which  are  broader  in  scope.  [See  Table  3,  Functions 
of  Registries.]  In  other  words,  the  registry  being  designed  may  operate  in  areas  not  currently  reflected 
in  goal  statements. 

By  overstating  goals  it  is  possible  to  encoiirage  expectations  fi'om  certain  constituencies  without 
having  designed  a  system  enable  of  meeting  those  goals  and  expectations.  For  example,  a  project 
with  goals  emphasizing  improved  access  to  comprehensive  primary  care  but  lacking  functions 
designed  to  assure  the  registry  can  translate  the  goal  into  measurable  gains  m^  give  rise  to 
disillusionment  among  public  health  agencies,  families  or  providers.  Since  the  modem  generation  of 


^  Donna  Lazorik,  R.N.  of  the  MDPH  made  a  special  point  of  recounting  how  important  it  had  been  in  their 
early  planning  to  be  reminded  when  some  of  their  goals  appeared  to  conflict,  were  vague  or  likely  to  become 
unworkable  in  implementation. 
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TABLE  3:  SELECTED  FUNCTIONS  OF  REGISTRY  SITES 


Immunization  Only:  New  York  Citywide  and  San  Bernardino 

Immunization  +  Public  Health  *: 

Milwaukee:  Current  Functions:  Immunizations 

Planned  Function  Expansion:  Lead  Poisoning,  TB  and  Sickle  Cell 

Nevada:  Current  Functions:  Immunizations,  Materaal/Child  care,  TB,  STDs,  family 
planning,  well  baby  visits,  other  public  health  services. 
Planned  Function  Expansion:  Unknown 

North  Carolina:  Current  Functions:  Immunizations,  Family  Planning,  WIC,  Maternal  and 
Child  Health,  Lead  Poisoning,  and  TB. 
Planned  Function  Expansion:  Unknown 

Philadelphia:  Current  Functions:  Immunizations,  Lead  Testing 

Planned  Function  Expansion:    Healthy  Start,  tables  for  newborn  screening/PKU  and  place 
holders  for  additional  information  as  "prototype  for  statewide  registry". 

Rhode  Island:  Current  Functions:  Immunizations,  universal  new-bom  screening,  lead 
screening,  metabolic  screening,  early  intervention,  hearing;  WIC,  pre-natal  services. 
Planned  Function  Expansion:  Special  health  care  needs 

Richmond:    Current  Functions:  Immunizations 

Planned  Function  Expansion:  High  Priority  Infant  Tracking,  lead  poisoning,  WIC,  newborn 
screening  and  hearing  impairment  programs. 

Savannah:  Current  Functions:  Immunizations,  child  tracking,  child  health,  early 
intervention,  STD,  lead  screening  and  maternal  services. 
Planned  Function  Expansion:  Unknown 

Immunization  +  Public  Healtii  +  Medical  Records: 

Everett:  Current  Functions:  Immunizations 

Planned  Function  Expansion:  "Washington  State  is  ahead  of  the  rest  of  the  nation  in  health 
care  reform  with  regard  to  the  development  of  a  health  data  system  (HSIS).  Theoretically, 
vsiien  HSIS  is  implemented,  there  will  be  a  computerized  medical  record  on  everyone  in  the 
state.  .  .  The  Project  area  is  developing  a  multi-module  system  known  as  CHILD  Profile 


*  Databases  of  information  in  this  category  and  the  following  immunization  plus  pubhc  health  plus 
medical  records  category  may  be  collected  by  the  registry  itself  or  by  respective  components  of  a 
larger  Health  Services  Information  System  operated  by  the  Health  Departments. 
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(Children,  Health,  Immunization,  Linkages,  and  Development)  which  will  track  a  variety  of 
data  such  as  well-care  visits,  perinatal  hepatitis  B,  public  health  nursing  referrals,  and 
immunizations.  Immunization  is  the  first  and  most  universal  module,  but  the  others  could  be 
used  on  a  broad  scale.  A  statewide  feasibility  study  of  child  health  tracking  was  recently 
completed;  results  indicate  CHILD  could  be  implemented  statewide." 

Immunization  +  Public  Health  +  Medical  Records  (continued): 

Nashville:  Current  Functions:  Immunizations 

Planned  Function  Expansion:  Lead  poisoning,  well  child  information;  "it  [the  registry]  is  now 
part  of  the  PTBMIS  (Patient  Tracking,  Billing  Management  Information  System),  a  state  wide 
billing/medical  record  management  information  system. 

Unknown:  Mississippi 
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computerized  registries  is  so  young,  many  of  the  systems  are  concentrating  on  establishment  of  the 
registry,  rather  than  on  reminder,  recall  or  service  components,  so  it  is  premature  to  assess  how  these 
goals  will  be  met. 

Some  projects  have  already  experienced  political  and/or  logistical  conflict  between  stated  goals, 
such  as  "increasing  immunization  rates"  versus  "improving  access  to  primary  care".  Milwaukee,  for 
instance,  has  the  dilemma  of  deciding  which  of  these  goals  to  favor  in  directing  families  where  to  take 
their  children  for  shots.  Medicaid  eligible  families  are  encouraged  to  enroll  in  HMO's  to  improve  their 
access  to  primary  care  services.  Yet,  in  the  absence  of  a  requirement  that  HMOs  achieve  full 
immunization,  public  health  department  clinics  which  offer  only  selected  elements  of  comprehensive 
primary  care  still  find  they  must  seek  out  children  enrolled  in  HMOs  to  vaccinate  them. 

C.  Project  Functions:  The  Designer's  Building  Blocks 

By  analyzing  implicit  goals  as  well  as  those  expressed  explicitly,  and  by  doing  so  in  conjunction 
with  functions  mentioned  in  any  portion  of  the  interviews,  we  identified  three  categories  into  which 
the  sites  fall,  summarized  in  Table  3,  Functions  of  Registries:    1)  Those  focusing  on  immunization 
alone;  2)  Those  combining  immunization  with  one  or  more  other  public  health  screening  or 
assessment  programs;  and  3)  Those  combining  immunization,  with  one  or  more  other  pubic  health 
functions  and  with  a  comprehensive  system  of  medical  records.  Sites  in  this  third  group  emphasize 
integration  of  immunization  registries  with  a  statewide  system  for  public  health  and/or  medical 
records. 

Categorizing  the  sites  by  function,  however  provisionally,  permits  us  to  explore  the  range  of 
registry  purposes,  and  the  significance  of  selecting  one  set  of  building  blocks  for  a  registry  foundation 
versus  another.  Our  pursuit  of  the  consequences  associated  with  the  scope  and  purposes  of  the 
registry  will  continue  throughout  this  report  as  we  shift  the  focus  from  selection  of  these  primary  goals 
and  fimctions  to  subsequent  design  options  every  registry  planner  must  confront. 

The  range  of  public  health  functions  which  the  nine  sites  in  the  second  and  third  categories  on 
Table  3  are  plaiming  to  involve  include:  lead  screening,  sickle  cell  screening,  newborn  genetic 
screening,  hearing  testing,  nutrition  assessment,  growth  and  development  assessment,  tuberculosis  case 
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finding  and  STD  surveillance  and/or  contact  tracing."  Health  departments  often  refer  to  public  health 
nurses  or  medical  providers  those  children  in  whom  they  discover  problems  through  the  assessments. 
Some  health  departments  provide  certain  pediatric  medical  services  and  prenatal  care,  usually  featuring 
services  which  are  preventive.  From  reviewing  project  goals  it  is  clear  that  some  sites  anticipate 
integrating  the  reminder  and  recall  elements  of  their  immunization  information  systems  with  outreach, 
referral  or  provision  of  primary  care  for  children  and  mothers  in  need  of  other  services.  The  links 
between  registry  data  and  these  "intervention"  components  of  immunization  plans  exceeds  the  scope  of 
our  review.  These  elements  merit  further  study.  We  provide  such  information  where  a  registry 
planner  happened  to  volunteer  it. 

Rhode  Island's  registry  design  includes  the  greatest  number  of  such  programs.  That  state  is 
committed  to.the  most  comprehensive  public  health  approach  in  which  outreach  to  children  at  risk  for 
a  variety  of  health  problems  will  be  coordinated  by  one  team,  instead  of  a  different  person  for  each 
issue.  Perhaps  the  most  ambitious  planning  process  is  underway  in  the  state  of  Washington,  where  the 
Everett  site  will  feature  integration  of  immunization,  public  health  and  medical  care  as  the  state 
initiates  a  major  reform  of  the  medical  care  system  in  which  every  resident's  medical  record  will  be 
computerized  and  entered  into  a  statewide  system.  With  obvious  appreciation  for  the  complexity  of 
the  endeavor,  the  job  description  for  director  of  the  new  Health  Services  Information  System  (HSIS) 
called  for  a  "scientist,  diplomat  and  artist." 

The  complexity  of  the  registry  designs  varies  not  only  by  goals  and  functions,  but  also  by  other 
ingredients  including  1)  the  size  and  diversity  of  the  target  populations;  2)  geogr^hic  scope;  3) 
provider  mix  and  location;  4)  the  nature  of  involvement  of  health  departments,  other  government 
agencies  and  programs,  medical  care  providers,  families,  community  groups,  insurers,  professional  and 
educational  organizations;  5)  technologies  employed;  6)  the  features  of  each  state's  public  health 
laws;  laws  on  medical  professionals,  care  and  medical  records;  on  immunization;  on  privacy, 
confidentiality  and  security  of  medical  and  public  health  records  and  other  related  matters;  7) 
resources  available;  and  8)  the  political  environment. 


^  In  Table  3  we  used  the  terms  offered  by  respondents.  In  this  text  we  have  interpreted  their  use  of  terms 
to  differentiate  public  health  functions  from  medical  ones. 
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n.  ENROLLING  THE  TARGET  POPULATION 


A.  Characteristics  of  Enrollment  Systems 
1.  Four  Models: 

Among  the  12  sites  surveyed  we  have  identified  four  models  used  to  enroll  the  target  populations: 

1)  In  one  model,  registries  do  or  will  enroll  children  automatically  and  mandate  enrollment  for  every 
child.  In  these  sites  no  exceptions  are  granted  to  enrollment  (New  York,  Rhode  Island^"  ). 

2)  In  a  second  model,  registry  planners  create  an  automatic  and  mandatory  enrollment  process  for 
most  children  but  permit  exceptions  for  a  narrowly  defined  reason  (or  reasons)  or  on  a  case  by  case 
basis  "  A  narrow  exception  might  include  HIV  infected  children  where  the  mother  is  concerned  about 
potential  exposure  of  her  child's  or  her  own  positive  HTV  status  to  those  who  would  have  access  to  the 
child's  immunization  record. 

3)  In  a  third  model,  tiie  registry  operates  an  automatic  enrollment  system  but  provides  opportunities 
for  parents  or  guardians  to  disenroll  a  child  at  will  (Everett,  WA  and  Nashville,  TN).  It  is  possible  to 
imagine  a  variation  in  which  the  health  department  retains  each  child's  name  in  the  data  base  to  keep 
an  accurate  count  of  the  total  number  of  children—but  permits  the  parent  to  withhold  consent  for  the 
registry  to  enter,  maintain,  update  or  disclose  a  child's  immimization  record.  Health  departments 
seeking  to  have  an  accurate  denominator  for  operating  and  evaluating  population-based,  childhood 
immunization  programs  must  have  some  method  for  accounting  for  aU  children  living  within  the 


"  Rhode  Island  is  considering  if  they  will  allow  exceptions. 

^  We  provide  no  list  of  the  sites  in  this  category.  The  exceptions  reported  in  the  interviews  seem  so  similar 
to  exceptions  from  mandated  immunizations  as  to  raise  the  question  of  whether  interviewers  and  respondents 
misconmiunicated  the  distinctions  intended  between  exceptions  to  mandatory  immunization  and  exceptions  to 
emollment  in  the  registry.  While  this  factual  confusion  blurs  our  ability  to  distinguish  which  sites  appropriately 
fit  in  this  category,  it  is  none  the  less  clear  that  this  is,  logically,  one  of  the  models. 

Positive  HTV  status  of  the  child  and  mother  may  be  revealed  by  no  administration  of  oral  polio  vaccine  as 
it  is  made  with  a  live  virus  and  medically  contraindicated  for  immime  suppressed  individuals. 
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jurisdiction. 


4)  In  the  fourth  option,  enrollment  is  accomplished  by  seeking  consent  from  a  parent  or  guardian  for 
each  child.  In  the  one  site  which  operates  this  way  (Richmond),  the  form  the  parent  signs  includes 
permission  for  the  registry  to  enroll  the  child  and  to  exchange  immunization  information  among  health 
professionals.  Should  consent  be  refrised,  no  information  about  the  child  is  included  in  the  Richmond 
immunization  tracking  system. 

B.  Collecting  Information  for  Enrollment 

Among  sites  with  automatic  enroUment,  methods  vary.  Some  are  passive  systems  in  which  the 
registry  obtains  information  sufficient  to  enroll  a  child  without  having  to  rely  on  parents  or  physicians 
to  provide  it.  These  systems  enroll  children  from  hospital  birth  records.  A  popular  approach  relies  on 
an  Electronic  Birth  Certificate  (EBC)}^  Alternatively,  registry  personnel  collect  enrollment 
information  from  parents,  guardians,  physicians  or  hospitals.  For  example,  in  Rhode  Island,  health 
department  maternal  and  child  health  workers  enter  birth  information  from  hospital  records. 

Systems  which  are  not  automatic  may  require  that  health  departments  collect  and  enter  information 
into  the  registry.  In  addition  to  the  need  to  identify  and  enroll  babies  bom  outside  of  hospitals  and 
those  moving  into  the  jurisdiction  after  birth  (a  challenge  all  enrollment  systems  share)  at  least  one 
site  without  an  automatic  system  reported  added  difficulty  locating  mothers  and  newborns  who  were 
discharged  from  the  hospital  prior  to  enrollment.  As  hospital  stays  for  labor  and  delivery  have  been 
squeezed  from  days  to  hours,  it  becomes  more  difficult  for  health  departments  to  connect  with  new 


"  This  system  is  most  effective  where  the  hospitals  £ind  health  authorities  are  able  to  assure  filing  of  the 
EBC  in  a  matter  of  days.  In  sites  where  the  filing  of  the  EBC  may  take  30-60  days,  some  sites  around  the 
coimtry  have  moved  to  using  the  newborn  genetic  screening  record  which  is  usually  available  within  the  first  36 
hours  of  a  baby's  life  to  assure  appropriate  response  to  abnormal  PKU  test  results.  (Personal  communication 
with  Kay  Johnson,  Chair  of  the  NVAC  Subcommittee  on  Vaccination  Registries.  The  information  in  this  note 
was  garnered  from  discussions  the  committee  conducted  with  registry  planners  around  the  coimtry.  It  is  not 
based  on  information  from  om-  survey.) 
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parents  in  that  setting. 


C.  Identification  of  Children  Enrolled 

For  managing  data  within  a  registry  and  for  protecting  privacy  of  those  involved  (see  Sections  IQ 
and  IV  below)  many  registries  combine  elements  of  information  gathered  for  enrollment  into  a  code 
for  identifying  each  child  with  a  "unique  identifier."  Most  common  among  the  sites  was  use  of  a 
combination  of  the  child's  name,  birth  date,  and  some  parental  information  such  as  mother's  married  or 
maiden  name  and/or  birthdate.  A  small  number  also  involve  provider  or  billing  identification 
numbers,  phone  numbers  or  Social  Security  numbers  as  elements  of  a  unique  identifier.  [See  Table  4, 
System  Identifiers]  Of  the  twelve  sites  surveyed,  all  but  Richmond  establishes  identifiers  that  are 
unique  to  the  registry.  The  Richmond  identifier  is  unique  to  the  Electronic  Birth  Certificate.  San 
Bernardino  takes  a  different  approach,  composing  the  child's  identifier  fit>m  the  year  of  birth  and  a 
number  representing  the  sequence  in  which  each  new  entrant  enrolls. 

D.  Variations  In  Implementation  of  Enrollment  Methods 

The  four  basic  models  are  implemented  in  different  w^s.  As  a  practical  matter,  where  the  parent 
is  permitted  to  avoid  enrollment  or  to  disenroll  a  child,  s/he  can  only  do  so  when  s/he  knows  the 
registry  exists  and  knows  the  child  is  to  be  entered  or  has  already  been  eiu'olled.  Additionally,  in 
cases  where  the  child  has  been  enrolled  automatically,  in  order  to  remove  him  or  her  (or  to  limit 
participation  in  some  w^  built  into  the  voluntary  elements  of  the  registry  design—see  Sections  lU, 
Access  and  IV,  Legal  Authority,  below),  a  parent  needs  to  know  exactly  what  operations  the  registry 
will  perform  and  what  actions  to  take.  Otherwise  the  system  m^  have  the  same  effect  as  the 
mandatory  model,  at  least  for  families  with  limited  ability  to  locate  and  extract  information  fi^om 
registry  persoimel. 

In  Everett,  WA  the  notice  that  the  child  has  been  automaticaUy  enrolled  in  the  registry  arrives  in 
the  mail  as  part  of  the  first  reminder  of  a  soon-to-be-due  immunization.  Included  is  a  toll  fi'ee  number 


^  This  problem  has  also  plagued  the  pilot  project  in  Cambridge,  Chelsea  and  Somerville,  Massachusetts 
according  to  Susan  Freireich  who  reported  this  at  a  meeting  of  the  Massachusetts  Immunization  Task  Force  in 
Spring  1994. 


14 


lU 


cc 

LU 
X 


LU 

co 
> 

CO 


II 1 

Z 

o 

CO 

CO 

< 

d 

cc 

iij 

Q. 

IQUE 

z 

o 

o 

LJ 

1 1 1 

O 

55 

CO 

< 

q 

cc 

LU 

^  3 
Q. 

IQUE 

z 

o 

3 

5  Q 


< 

o 
a 

lU 


cc 

LU 
CD 

3 
Z 

O 
3 
< 

O 
CD 
LU 


CC 


LU 
U. 

o 
cc 

LU 

o 
cc 
o 

cc 
< 

UJ 


LU 
Q 
O 

o 
o 

I 


LU 
3 
O 
UJ 
CO 

o 

LU 

z 

o 


O  CO 


CO 
CC 
UJ 

LL 

h- 
Z 
LU 
O 


CD 


CC 
LU 

9 

a.  ~ 


z 

CO 
CO 


< 
o 
o 

LU 


< 

o 

Q 
UJ 


Q 
CC 

o 
o 

UJ 

cc 


o 
cc 
o 
o 

LU 
CC 


CO 

> 

CO 
CQ 

i5 


LU  cc 

cc  o 

<  t 

0.  z 


lU 

< 
o 

X 

t- 
cc 

CD 

5t 
lU 

z 
o 

X 


CO 
CO 
lU 

cc 
a 
a 
< 


m 

o 
o 
o 

X  K 


> 
cc 

§  5 

< 

o 

CO 
X 

z 

CO 
X 
LU 
l|L 

t- 
z 

LU 

9 

CO 

< 

CC 
UJ 

(- 
< 

G 
X 

t- 

X 

m 


UJ 

< 
z 


i 

E" 

X 
LU 


lU 
UJ 

3 

< 


CO 
CO 
CO 
CO 


UJ 


> 

X 
CO 

< 


< 
< 


>- 
z 

X 

o 


< 

S  D- 

o  UJ 
<  < 

X 

z  a 


Q 
2 

< 
-J 

CO 

m 

Q 

o 

X 
X 


< 
> 


o 

X 

(J 

X 


< 


X 

LU 
CO 

z 
< 

CO 


< 
o 

x' 
< 
z 
z 
< 
> 
< 

CO 


X 

< 

X 

o 

LU 
_J 

o 

X 

o 

UJ 
CO 
3 
CO 
LU 

CO 


the  parent  may  call  to  disenroll  the  child.  The  parent  need  not  give  a  reason  for  electing  to  disenroll 
her  child.  Nashville  sends  a  notice  to  parents  telling  of  the  child's  enrollment,  including  a  means  for 
requesting  disenroUment  by  return  mail.  Parents  can  disenroll  at  will  and  subsequent  immunization 
reminder  notices  also  offer  the  parent  an  opportunity  to  exercise  the  option  by  mail  without  specifying 
a  reason.  Nashville  reports  that  the  few  parents  who  have  requested  to  disenroll  their  children  have 
come  from  the  more  affluent  segment  of  the  population. 

The  extent  to  which  parents  are  well  informed  about  the  purposes,  operations  and  benefits  of  the 
registry  depends  on  the  materials  used  in  notification.  The  general  issue  of  educating  populations 
about  immunization  exceeds  the  scope  this  paper.  ^  However,  in  terms  of  comprehension  of  notices 
about  enrollment  or  other  specific  information  pertinent  to  the  operation  of  a  registry,  successful 
communication  depends  upon  1)  matching  tiie  writing  in  the  materials  to  the  educational  levels  of 
families,  2)  matching  written  matter  and  personal  contacts  by  language;  3)  offering  personal  contact, 
video  or  some  alternative  to  written  materials  in  those  instances  where  parent(s)  are  not  literate  in 
English  or  in  another  language. 

£.  Special  Circumstances 

Each  site  will  be  confronted  with  sensitive  situations  in  cases  where  children  die,  become  wards  of 
the  state,  are  adopted  or  are  in  changing  circumstances  in  custody  battles.  The  survey  did  not  include 
specific  questions  on  these  situations  but  a  few  sites  volunteered  information.  Nashville  reports  that 
birth  certificates  are  marked  if  a  child  dies,  is  adopted  or  in  the  custody  of  the  Department  of  Human 
Services.  The  customary  notice  sent  to  parents  is  not  sent  under  these  circumstances  as  there  is  no 
ordinary  address.      Richmond  also  receives  death  certificate  information  for  all  children  and  removes 
deceased  children  from  the  immunization  tracking  system.  Richmond  also  notes  it  makes  special 
efforts  to  obtain  consent  from  adoption  agencies  and  adoptive  parents  to  enroll  their  children  in  the 
registry.  In  the  course  of  focus  groups  with  parents,  other  issues  emerged  (see  Sections  IIIC  on 
intended  uses  of  data  and  "function  creep"  and  V  on  stakeholder  participation  below). 


^  For  a  summary  of  education  see  lOM  Op  Cit,  Chapter  6. 

^  We  are  unclear  as  to  how  reminders  or  recalls  are  managed  in  this  instance.  There  appears  to  be  some 
difference  in  views  between  the  Department  of  Health  and  the  Department  of  Human  Services  where  a  child  is 
in  the  custody  of  the  latter. 
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ra.  ACCESS  TO  REGISTRY  DATA:  The  Who,  How,  What,  Why  and  Security  Measures 


After  laying  a  foundation  of  goals  and  functions  the  registry  is  to  perform  (Section  I),  and 
selecting  an  enrollment  system  (Section  II),  registry  planners  will  inevitably  confront  what  may  be  the 
most  complex  set  of  design  questions.  Practically  stated, 

o    To  fulfill  the  registry  goals,  who  wiU  have  access  to  registry  data,  and  for  what  purposes? 
o    What  data  will  need  to  be  entered  into,  maintained  and  updated  in  the  registry  data  base(s)? 
o    Will  participants  have  access  to  all  information,  or  will  it  be  restricted  in  some  way? 
o    If  restricted,  will  limits  be  imposed  by  organization,  by  person,  by  what  a  participant  in  the 

system  can  view,  change,  or  share  with  otiiers? 
o    How  will  the  operating  system  be  structured  to  balance  efficiency  against  privacy  and 

confidentiality  interests? 
o    What  security  measures  will  provide  adequate  protection? 

o    Does  the  system  design  successfully  match  the  users  of  information  and  the  extent  of  their 
access  to  intended  purposes,  thereby  discouraging  unintended  uses  of  data—or  created  risk  of 
"fimction  creep"? 

These  questions  arise  in  the  painstaking  process  of  analyzing  which  data  the  registry  needs  to 
collect,  store,  update  and  disclose  to  establish  an  information  system  capable  of  fulfilling  the  intended 
functions  and  purposes.  Operations  need  to  be  designed  to  balance  efficiency  in  meeting  all  goals 
with  protection  against  unintended  access  to  and  uses  of  data  which  may  compromise  the  effectiveness 
of  the  registry— or  its  political  viability.  (See  Section  IV,  Legal  Authority,  below.) 

As  mentioned  in  the  Introduction,  since  the  MDPH  did  not  request  information  on  technologies, 
neither  the  survey  nor  this  discussion  reaches  a  multitude  of  crucial  variables  about  the  capacity, 
accessibility  and  costs  of  computer  hardware  and  software.  Nor  can  we  detail  the  capacity  in  most 
sites  for  providers,  government  agencies  and  others  to  interact  with  the  registry  data  base  through 
networks.  Our  analysis  concentrates  on  conceptual  issues.  While  we  lack  knowledge  of  the  detail 
with  which  the  NVAC  Subcommittee  on  Vaccination  Registries  reviewed  computer  technologies, 
privacy,  confidentiality  and  security  issues,  they  did  ascertain  that  ^propriate  technology  to  operate 
local  systems  and  to  link  them  eventually  in  a  national  system  is  available  and  sites  across  the  country 
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have  mounted  pilot  projects  using  an  array  of  options.^'  ; 


A.  Public  Health  versus  Medical  Care  Functions  and  Records 

Norms  about  access  to  health  data  have  evolved  differently  in  public  health  systems  managed  by 
departments  of  health  &om  those  in  medical  care  settings  such  as  physician  offices,  clinics,  hospitals 
and  health  maintenance  organizations.  These  distinctions  m^  govern  which  design  options  are 
available  in  a  particular  state  given  differences  in  the  health  departments'  authority  to  collect,  maintain 
or  share  different  sorts  of  personal  data  among  registry  participants.  In  some  instances  it  may  be 
necessary  to  seek  changes  in  the  law.  (See  Section  IV,  Legal  Authority,  below.) 

Public  health  departments  have  traditionally  collected  vital  statistics  and  disease  reports  from 
medical  care  providers.  To  satisfy  some  public  health  purposes  information  is  used  in  the  aggregate, 
as  in  disease  surveillance.  When  public  health  information  is  used  only  in  the  aggregate,  privacy  of 
the  individuals  in  the  data  base  is  not  at  stake  so  long  as  confidentiality  is  maintained  by  those 
entering  the  data  into  the  system. 

To  fulfill  other  public  health  purposes,  individuals  must  be  identified.  To  take  a  sensitive 
example,  in  attempting  to  limit  transmission  of  a  sexually  transmitted  disease  such  as  syphilis,  states 
have  required  physicians  to  report  the  names  of  infected  patients  so  that  health  departments  could 
trace  and  treat  contacts.  Here  individuals'  interests  in  privacy  have  been  weighed  against  public  health 
needs.  Privacy  is  compromised  to  the  extent  judged  necessary  to  support  an  effective  public  health 
intervention. 

Records  generated  in  medical  settings,  or  "medical  records"  are  intended  to  benefit  the  care  of 
individuals.  In  addition  to  the  patient,  access  is  traditionaUy  limited  to  those  engaged  in  a  patient's 
care.  All  staff  with  access  to  patient  records  in  medical  settings  are  intended  to  maintain 
confidentiality  of  medical  information.  Privacy  of  patients  is  fiirther  protected  by  state  laws  requiring 

NVAC,  Op  Cit. 

^  There  is  a  small  amount  of  infonnation  on  technological  options  in  the  Sheps  Center  Preliminary 
Evaluation  document  "All  Kids  Count  National  Program  Evaluation  Phase  1:  Project  Planning  and 
Development",  February  1994. 
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the  patient's  consent  for  disclosure  of  the  record  to  others. 

Immunization  records  maintained  by  departments  of  health  fall  into  the  category  of  public  health 
records.  Public  health  purposes  are  served  when  health  officials  assess  immunization  rates  or  devise 
strategies  to  identify  imderimmunized  children  and  arrange  vaccinations.  The  public  health  purpose 
extends  beyond  the  protection  of  the  identified  child  to  protection  of  the  commimity  from  potential 
transmission  of  a  vaccine  preventable  disease. 

Immunization  records,  or  computer  files  in  a  registry,  might  be  defined  either  as  public  health 
records  or  as  public  health  and  medical  records,  depending  on  the  purposes  they  are  intended  to  serve- 
-and  on  who  has  access  to  them.  Similarly,  other  health  data  or  demographic  information  m^  be 
used  for  either  public  health  or  medical  care  purposes.  Determination  of  which  parties  may  view, 
manipulate  or  disclose  immunization  (or  other  health  or  demographic  data  in  the  registry)  to  a  host  of 
providers,  govenmient  agencies,  insmrers  and  others  who  may  be  interested,  should  flow  from  an 
analysis  of  the  benefit  the  access  offers  in  fulfilling  intended  functions  of  the  registry.  Some  purposes 
for  which  registry  participants  may  want  to  use  health  data  may  not  serve  any  health  purpose.  In 
these  instances  the  analytic  question  is  whether  the  use  serves  some  other  intended  registry  purpose— or 
would  be  an  unintended,  and  periiaps  undesirable  or  illegal  invasion  of  privacy.  (See  Section  IQC  on 
fimction  creep  and  Section  IV,  Legal  Authority.) 

The  need  to  involve  medical  providers  (who  administer  vaccines,  diagnose  and  treat  sick  children) 
in  vievdng  and  updating  immunization  records  is  clear.  WIC,  Medicaid  or  welfare  programs  may  be 
additional  providers  of  immunizations  in  some  locations,  or  such  agencies  may  assess  immunization 
status  and  refer  children  in  need  of  vaccination  to  providers.  Social  service  agencies  are  more  likely 
to  play  the  role  of  the  parent  (in  instances  where  children  are  in  state  custody)  than  to  provide 
immunization  services.  Consequently,  social  service  agencies  may  need  less  information  from  the  data 
base  than  providers.  Schools,  daycare  centers.  Head  Start  programs,  colleges  and  universities  have  an 
obligation  to  assure  entrants  are  up  to  date  on  vaccinations  and  m^  exclude  those  who  are  not.  These 
organizations  can  facilitate  immunization  of  their  populations.  Courts  may  need  to  see  immunization 
records  as  evidence  of  incomplete  vaccination  to  enforce  school  entry  laws.  Where  immunizations  are 
paid  for  by  Medicaid  or  private  insurance  plans,  these  organizations  may  use  the  record  of  service  as  a 
basis  for  payment.  If  medical  billing  systems  are  linked  to  registries,  insurers  m^  have  reason  to 
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participate  in  registries.  But  might  registry  purposes  be  compromised  if  insxirers  are  permitted  to  view 
records  of  identified  individuals  for  whose  services  they  will  not  be  asked  to  pay? 

B.  Who  Gains  Access  to  Registry  Data?  How?  To  What?  With  Restrictions?  With  Security 
Measures?  " 

1.  Registries  with  "Immunization  only"  Purposes 
(New  York  City  and  San  Bernardino) 

a.  Data  Access  for  Whom 

Sites  whose  functions  are  limited  to  immunization  vary  by  who  is  permitted  access  to  some  or  all 
of  the  information  in  the  registry.  In  every  site,  electronic  access  is  intended  for  health  department 
personnel  and  some  other  immunization  providers  or  government  agencies  which  assess  immunization 
status  and  refer  children  for  shots.  Within  health  departments,  as  in  any  other  offices,  planners  must 
consider  where  to  locate  computer  monitors  to  reduce  viewing  of  open  client  files  by  passersby. 

An  earlier  generation  New  York  City  immimization  tracking  system  restricted  access  to  staff  of  the 
health  department.  "  New  rules  authorize  the  Department's  "Citywide"  registry    to  "disclose  the 
immunizations  administered  to  a  child"  and  "may  permit  access  to  such  information  by  a  person, 
authorized  by  law  to  administer  an  immunization,  who  is  immunizing  or  treating  such  child  or  other 
person  or  agency  concerned  with  the  immunization  of  children  authorized  by  the  Department."  The 
new.  New  York  "Citywide"  registry  will  permit  data  access  to  all  health  care  providers  who  immunize 
children,  including  Health  Maintenance  Organizations  (HMO's).  Three  government  entities  whom  the 
respondent  mentioned  as  likely  to  be  granted  some  access  include  Medicaid,  WIC  and  the  Department 
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See  Table  5,  Access  and  Security  Measures. 


^  Some  clinics  were  associated  with  the  Health  Department  and  linked  ia  the  older  New  York  model,  but 
no  private  providers  were  able  to  participate. 

All  references  to  the  New  York  registry  in  the  text  and  tables  refer  to  the  new  "Citywide"  registry  unless 
labeled  as  the  older,  "department  of  health"  system. 

^  Section  11.04  of  the  New  York  City  Health  Code. 
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of  Social  Services.  [See  Tables  6,  Scope  of  Involvement  of  Medical  Care  Providers,  and  7  Scope  and 
Involvement  of  Governmental  Agencies.] 

New  Yoric  "citywide"  registry  information  will  be  reported  to  the  health  department  "via  computer, 
telephone  modem  as  well  as  with  more  conventional  means,  such  as  mailed  paper  reports."  [See 
Appendix  C  containing  the  1994  amendments  to  the  City  Health  Code  and  the  Notice  of  Public  ^ 
Hearing,  p.4].  Records  are  to  be  assembled  so  as  to  be  "readily  accessible  to  authorized  providers, 
parents,  and  public  health  officials."^'  The  Department  of  Health  reviews  the  provider  infonnation 
before  entering  it  into  the  registry  database  and  msy  exclude  portions. 

In  many  instances  we  did  not  collect  information  about  how  access  is  gained  as  understanding  it 
depends  on  familiarity  with  the  technological  elements  of  each  system.  Nonetheless,  one  important 
distinction  was  apparent.  Among  those  considered  participants  in  the  registry  in  some  way,  some  are 
permitted  direct,  electronic  access  to  data  where  others  gain  access  to  registry  infonnation  secondarily, 
by  requesting  it  of  the  health  departments.  As  in  New  York,  many  sites  feature  electronic  entry  into 
the  system  for  authorized  providers.    San  Bernardino  vidll  provide  access  to  all  health  care  providers 
but  no  others. 


b.  Access  to  What, 

Restrictions  and  Security  Measures 

f 

New  York  limits  providers  to  immunization  data  only,  excluding  demographic  information  drawn 
from  their  Vital  Records  data  base  which  must  be  treated  as  confidential  under  pre-existing  elements 
of  the  health  code.^^   As  the  Notice  of  Rule  Making  explains,  the  new  rules  in  New  York  limit  the 
providers'  interaction  with  the  data  base  in  certain  ways  to  protect  client  privacy: 


"Only  providers  with  authorized  codes  will  be  able  to  obtain  data  electronically  or  in  writing. 

Second,  the  only  data  that  would  be  accessible  by  providers  are  the  immunization  history 

along  with  the  child's  name,  sex,  date  of  birth,  place  of  birth,  and  other  identifying  information  f 


37 


Ibid. 


^  See  Department  of  Health,  Board  of  Health,  Notice  of  Hearing  published  in  The  City  Record,  February  9, 
1994  and  attached  as  Appendix  C. 
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entered  by  the  provider.  No  other  identifiers  will  be  displayed,  unless  the  provider  already  has 
access  to  and  provides  them  to  the  registry  or  "enters"  them.  Furthermore,  providers  will  not 
be  able  to  "browse"  through  the  data  base;  instead  they  must  supply  sufficient  identifiers  to 
yield  an  individual  match.  Third,  the  system  will  have  an  audit  trail  through  a  log  that  will 
be  maintained  of  all  inquiries  and  transactions.  Finally  parents  or  guardians  obtain 
information  only  by  applying  in  writing  or  in  person." 

When  an  organization  or  outside  group  requests  information,  a  specially  designated  committee 
applies  a  three  part  test  before  making  a  decision  about  what  registry  information  to  share,  if  any: 
1)  Is  the  information  needed  for  reasons  that  further  the  goals  of  the  registry?  2)  What  role  does  the 
requesting  organization  play  in  monitoring  immunization?  and,  3)  what  is  the  requesting 
organization's  plan  for  keeping  the  registry  information  confidential? 

In  San  Bernardino,  passwords  play  a  major  role  in  securing  privacy. 

Even  in  a  registry  whose  purpose  is  restricted  to  immunizations  it  is  possible  for  registry 
information  to  function  as  a  medical  record  in  addition  to  its  obvious  characteristics  as  a  public  health 
file.  If  private  providers  are  able  to  access  all  immunization  information  updated  by  all  registry 
participants,  that  information  enhances  the  child's  medical  history  and  supplies  ail  providers  more 
detailed  bases  for  diagnostic  and  treatment  decisions.  The  treating  physician  can  share  information 
gleaned  fi-om  the  registry  with  the  family  to  update  their  copies  of  children's  medical  records  as  well. 

2.  Registries  with  Maltiple  Public  Health  Purposes 

(Milwaukee,  Nevada,  North  Carolina,  Philadelphia,  Rhode  Island,  Richmond  and  Savannah) 
a.  Data  Access  for  Whom 

In  Milwaukee,  which  has  started  with  immunization  and  anticipates  adding  lead,  tuberculosis  and 
sickle  cell  data,  all  health  providers  (public  and  private)  are  intended  to  gain  access,  as  is  the  Women 
Infants  and  Children's  Feeding  program  (WIC).  Schools  access  some  registry  information  as  will 
courts  for  the  limited  purpose  of  enforcing  immunization  laws.  The  welfare  and  social  service 
departments  may  be  granted  access,  but  if  so,  for  demographic  data  sufficient  to  identify  a  child. 
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Milwaukee  noted  intent  to  reduce  one  dimension  of  its  project  scope.  Believing  that  the  registry 
should  not  serve  as  a  source  of  medical  records,  the  Milwaukee  system  will  indicate  whether  or  not  a 
lead  screening  test  was  performed,  but  exclude  all  viewers  outside  the  Department  of  Health  from 
access  to  the  results  of  the  screening  test. 

In  Nevada  the  public  health  functions  include  monitoring  of  TB  and  STD*s,  growth  and 
development  assessments  as  well  as  family  planning  and  prenatal  services.  Only  public  providers  are 
intended  to  participate  in  the  system.  In  Philadelphia  all  providers  are  included.  Certain  functions 
will  be  added  to  immunization  relatively  soon  including  Healthy  Start  (growth  and  development 
assessments),  and  newborn  genetic  screening.  There  are  also  "place  holders"  in  the  system  for  later 
expansions.  This  site  is  intended  to  serve  as  a  prototype  for  a  statewide  registry  in  Pennsylvania. 

In  North  Carolina  family  planning,  nutrition,  lead  poisoning,  TB  screening,  and  maternal  child 
health  services  are  among  those  to  be  integrated  with  immunization.  All  public  and  private  health 
care  providers  are  to  participate.  Among  government  agencies.  Medicaid  and  WIC  are  intended  users 
of  the  data."" 

In  mounting  the  most  comprehensive  public  health  registry,  Rhode  Island  is  adding  to 
immunizations:  universal  newborn  genetic  screening,  lead  screening,  hearing  tests,  assessment  of 
nutritional  status  and  eariy  intervention  in  response  to  problems  identified.  Prenatal  services  will  also 
be  linked  to  the  registry  in  some  way.  All  health  providers  are  intended  to  participate.  Medicaid  and 
Medicare  programs  will  access  data  in  aggregate  form.  Other  potential  users  of  data  will  be 
considered  on  a  case  by  case  basis.  The  courts  will  have  access  only  by  subpoena.  In  Richmond, 
plaimed  additions  to  immunization  are  "high  priority  infant  tracking,"  lead  poisoning,  WIC,  newborn 
screening  and  hearing  impairment  programs.  All  providers  are  included.  In  the  future  the  WIC 
program  (which  as  in  Rhode  Island  and  other  sites  is  part  of  the  health  department),  and  the  social 
services  agency  are  anticipated  to  have  access. 


*°  These  categories  were  listed  in  the  iaterview.  See  General  Statutes  of  North  Carolina,  Chapter  130A, 
Article  6,  Part  B,  Section  153(b)  for  more  detail  in  Appendix  C. 
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Finally,  in  Savannah,  STD's,  lead  screening  and  maternal  services  are  combined  with 
"immunization,  child  tracking,  child  health  and  early  intervention."  Public  clinics,  public  and  private 
hospitals  and  the  military  base  at  Fort  Stewart  (medical  officers)  are  intended  to  interact  with  registry 
data  in  some  way. 

b.  Access  to  What, 

Restrictions  and  Security  Measures 

In  Milwaukee,  none  of  the  parties  outside  the  health  department  is  intended  to  view  demographic 
data  such  as  race.  Security  measures  employed  there  include  passwords  and  access  codes.  Nevada 
relies  on  passwords.   North  Carolina  provides  local  health  departments  access  to  all  data  stored  in  the 
registry.  Private  providers  and  HMOs  have  access  to  all  data  on  their  clients.  Private  providers 
wishing  to  access  records  on  clients  other  than  their  own  must  request  this  information  &om  the 
primary  care  provider  of  those  clients.  In  North  Carolina,  each  field  of  information  is  associated  with 
a  security  device.  AH  health  providers  share  some  access  to  the  system,  but  restrictions  by  "fields"  of 
information  limit  participants  to  the  information  each  is  intended  to  view.  Philadelphia  depends  on 
passwords  and  security  codes. 

In  Rhode  Island  users  will  access  only  the  information  needed  to  perform  their  jobs.  A  committee 
is  considering  which  parties  should  be  granted  access  to  which  information.  The  security  measures 
involve  not  only  passwords,  but  a  system  of  buffers  which  protect  information  until  security  checks 
have  been  performed.  The  system  allows  the  health  department  to  determine  exactly  what  data  in  the 
file  has  been  changed,  when  and  by  whom.  In  Richmond,  the  primary  care  provider  named  by  the 
parent  will  have  full  access  to  registry  data  although  WIC  and  social  service  agency  persoimel  would 
be  limited  to  immunization  data  only.  Passwords  are  the  security  device  and  will  be  assigned  based 
on  the  level  of  information  the  user  is  allowed  to  access.  Savannah  had  not  completed  its  policy,  but 
the  military  base  was  to  have  the  most  limited  access:  immimization  data  only.  Private  hospitals 
would  be  limited  to  birth  and  immunization  information,  and  passwords  were  again  a  prime  security 
feature. 
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3.  Registries  with  Multiple  Public  Health  Purposes  as  well  as  Medical  Record 
.  Functions  :  Data  access  for  whom,  to  what,  restrictions  and  security 
measures 

a.  Everett,  WA 

All  health  care  providers  have  access  to  registry  data  in  Everett.  The  imique  feature  of  the  Everett 
registry  is  the  primary  goal  that  the  immunization  be  combined  with  a  statewide,  universal, 
computerized  and  comprehensive  medical  care  system  as  part  of  health  care  reform.  Washington  has 
advanced  beyond  many  states  with  regard  to  the  development  of  a  health  data  system  (HSIS).  From 
data  generated  by  the  health  department,  the  registry  is  intended  to  track  well  baby  visits,  perinatal 
hepatitis  B,  public  health  nursing  referrals  as  well  as  immunizations.  The  project  area  is  developing  a 
multi-module  system  known  as  CHILD  Profile  (Children,  Health,  Immunization,  Linkages  and 
Development).  A  feasibility  study  of  child  health  tracking  indicates  CHILD  can  be  implemented 
statewide. 

Everett  plaimers,  limited  by  existing  legislation,  have  been  unable,  but  would  like  to  include 
schools,  school  districts.  Head  Start  and  daycare  centers  among  those  with  access  to  some  aspects  of 
the  registry  data  At  present  only  school  nurses  meet  the  criteria  in  privacy  laws  to  have  access  to 
immunization  records. 

All  providers  are  intended  to  access  birth  certificate  information,  except  the  traditionally 
confidential  portion  at  the  bottom,  and  to  view  an  immunization  screen.  [See  Appendix  B  for  a 
typical  birth  certificate  in  which  information  entered  in  registries  typically  appears  at  the  top; 
information  considered  confidential  appears  at  the  bottom.]  Providers  enter  the  system  to  update 
immunization  status,  but  are  not  able  to  enter  data  elsewhere  in  the  registry  data  base.  Providers  may 
alter  historical  information,  but  new  information,  such  as  updates  on  recently  administered 
immunizations,  may  only  be  done  by  the  provider  of  the  particular  vaccination.  For  security  Everett 
employs  passwords,  user  ZD's  and  an  edit  log  which  notes  changes  to  the  system  and  by  whom.  This 
log  is  available  to  all  providers  along  with  the  immunization  information. 


24 


b.  Nashville,  TN 


Nashville  provides  the  WIC  program  access  to  registry  data  along  with  all  health  care  providers. 
The  immunization  registry  is  already  part  of  the  PTBMIS,  or  Patient  Tracking,  Billing  Management 
Information  System,  a  statewide  billing/medical  record  information  system.  In  the  future,  the  registry 
data  base  will  be  expanded  to  include  lead  poisoning  and  well  child  information. 

The  Nashville  system  differs  from  Everett  significantly.  Tennessee  is  in  the  early  stage  of 
implementing  a  new,  statewide  medical  care  system  combining  former  Medicaid  recipients,  other  poor 
people  and  state  employees  into  a  pool.  More  affluent  segments  of  the  population  will  not  be  part  of 
the  same  managed  care  system  (TeimCare).  In  Washington,  all  state  residents,  rich  and  poor,  are  to 
join  in  the  same,  comprehensive  system. 

C.  Balancing  Privacy  and  Confidentiality  Interests  Against  Public  Health  Needs:  Intended 
Purposes  versus  "Function  Creep" 

Privacy,  confidentiality  and  security  measures  to  protect  personal  data  in  computerized  systems  are 
increasingly  common  concerns  in  health  as  in  other  fields.  The  front  page  of  the  July  19,  1994 
Washington  Post  described  unauthorized  browsing  by  IRS  employees  in  citizen's  tax  files.  The  article 
recounted  the  outrage  expressed  by  members  of  Congress  on  behalf  of  their  constituents.  Privacy  and 
confidentiality  have  been  much  discussed  during  the  AIDS  epidemic  and  in  recent  health  care  reform 
debates.^^  The  challenge  for  registries  is  to  facilitate  access  to  immunization  information  for  those 
who  can  improve  immunization  (and  other  fimctions  intended  in  the  registry  design)  while  protecting 
the  privacy  of  individuals.^^ 

Potential  abuses  range  from  the  relatively  subtle  to  the  obvious.  A  phenomenon  called  "fiinction 


^'  See  Gostin  et  al,  "Privacy  and  Security  of  Personal  Infonnation  in  a  New  Health  Care  System"  JAMA, 
llOm:  2487-2493,  1993. 

NVAC,  Op.  Cit 

See  Louis  Harris  and  Associates.  "Health  Care  Information  Privacy:  A  Survey  of  the  Public  and 
Leaders,"  conducted  for  EQUIFAX,  Inc.  July-August,  1993. 
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creep"  by  information  privacy  experts  occurs  when  information  entered  into  a  data  base  is  accessed 
and  used  for  a  purpose  (or  "function"  in  our  lexicon)  not  originally  intended  in  the  design.  If  a 
provider  were  to  use  registry  data  made  available  to  him  for  the  purpose  of  improving  the 
immunization  status  of  his  patients,  data  gleaned  by  browsing  through  the  data  base  to  create  a 
marketing  strategy  to  attract  more  well  insured  clients  would  amount  to  "function  creep."  This 
possible  unintended  use  of  registiy  data  was  of  concern  to  at  least  one  registry  planner  (Philadelphia). 

In  registries  considering  expansion  firom  immunization  into  other  realms  of  public  health,  medical 
care,  medical  record  and  billing  systems,  it  may  be  difficult  to  distinguish  planned  expansion  from 
"function  creep."  In  good  faith  a  registry  coordinator  might  respond  to  provider  demand  to  expand  the 
functions  of  a  registry  firom  an  exclusive  immunization  focus  to  integrate  with  a  computerized  medical 
records  system  in  which  providers  can  access  a  child's  entire  medical  record,  including  entries  from  all 
providers  tiie  child  has  ever  seen.  If  the  registry  were  to  broaden  its  scope  without  purposefixlly 
analyzing  the  privacy,  confidentiality  and  security  measures  necessary  to  balance  the  interests  of  the 
children,  families,  providers,  health  departments,  government  social  welfare  agencies  and  others,  the 
registry  may  later  recognize  uses  of  the  data  base  for  reasons  that  were  unintended.  This  may  occur 
where  system  participants  are  not  substantively  involved  in  the  planning  process,  articulating  concerns 
and  indicating  where  they  believe  protections  are  needed.  [See  Section  V,  Stakeholder  Participation.] 

If  an  authorized  user  were  to  gather  registiy  information  and  share  it  with  parties  never  intended 
to  have  access,  breaches  of  confidentiality  m^  lead  to  another  sort  of  "function  creep."  The 
authorized  user  may  or  may  not  realize  s/he  is  breaching  confidentiality  if  the  system  is  not  designed 
with  explicit  instructions  for  users.  In  at  least  two  locations,  the  registiy  asks  providers  to  sign  a 
contract  specifying  intended  uses,  privacy  and  confidentiality  provisions  incumbent  upon  authorized 
users.(Savannah  and  Everett).  New  York  City  has  clarified  these  expectations  in  its  health  code. 
When  New  York  planners  learned  that  parents  were  particularly  concerned  about  confidentiality  of 
identifiers,  especially  Medicaid  numbers  which  might  be  stolen  for  use  by  others,  they  limited 
providers  fiom  accessing  any  identifier  that  s/he  had  not  entered  into  the  system. 

Some  additional  uses  are  more  clearly  imintended.  In  one  highly  charged  example,  a  parent 
seekiag  custody  of  a  child  might  rely  on  a  physician  to  search  for  an  estranged  spouse's  unlisted 
address  or  telephone  number.  Similarly,  one  planner  reported  concern  fi'om  a  parent  who  was  being 
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stalked  by  the  father  of  her  child.  She  feared  her  life  could  be  endangered  by  unauthorized  release  of 
her  address  by  any  authorized  registry  participant.  (See  Section  EE  above,  special  considerations 
related  to  enrollment  and  Section  V,  below  on  parental  participation.) 

Government  agency  interests  in  registry  data  may  conflict  and  must  be  settled  by  clear  policy 
decisions  and  explicit  authorization.  A  potential  conflict  must  be  confronted  in  those  states  where 
immunization  status  of  children  may  be  used  to  determine  eligibility  for,  or  to  terminate  welfare, 
social  services  or  other  sorts  of  benefits.  While  the  state  policy  makers  may  see  the  interests  of  the 
public  health  departments  and  the  welfare.  Medicaid  and  social  service  agencies  as  coinciding,  these 
families  will  not.  Nor  may  the  health  departments  where  family  fear  of  benefit  losses  may  reduce 
cooperation  with  public  health  officials.  None  of  the  sites  in  the  survey  intends  to  disclose  registry 
data  to  the  Immigration  and  Naturalization  Service. 

Obvious  breaches  of  intended  use  of  data  for  intended  functions  occur  when  registry  designs  or 
operations  are  inconsistent  with  existing  laws. 

IV.  Legal  Authority  to  Support  Registry  Functions 

A.  Existing  Patterns  in  Relevant  State  Law 

Registry  projects  currently  derive  their  authority  to  operate  fi-om  state  laws.  States  differ 
considerably  on  the  nature  of  relevant,  existing  statutory  authority,  its  breadth  and  the  ways  in  which  it 
is  categorized.  Some  registries  are  finding  it  necessary  to  seek  new  legislative  authority  to  support 
some  aspects  of  their  designs;  others  are  choosing  to  clarify  existing  law  to  reinforce  the  confidence 
with  which  they  operate.  All  laws  regulate  the  behavior  of  individuals,  permitting  some  acts, 
prohibiting  others.  Enforcement  mechanisms  are  included  in  legislation  to  specify  how  outlawed 
imdesired  behaviors  will  be  deterred  or  pimished. 

1.  Public  Health  Laws 

Every  state  has  some  law  establishing  health  departments  and  authorizing  them  to  protect  the 
public  health.  For  example,  in  the  northeast,  public  health  statutes  enacted  approximately  a  century 
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ago  commonly  grant  broad  authority  for  health  departments  to  interpret  public  health  needs,  and  to 
design  and  apply  protective  measures.  Traditionally  this  regulatory  authority  has  supported  the 
operation  of  vital  statistics  systems,  disease  surveillance  and  monitoring  and  an  array  of  public  health 
interventions.  Such  statutes  m^  also  serve  as  authority  for  many  functions  of  registry,  recall  and 
reminder  systems.  In  some  states  health  departments  have  specified  the  authorized  functions  in 
departmental  regulations  or  sought  opinions  from  the  state  attorneys  general  or  health  department 
general  counsel  to  clarify  whether  or  not  a  statute  includes  within  its  scope  the  activity  contemplated 
in  a  specific  registry  design. 

Some  states  have  written  more  explicit  public  health  laws  where  legislative  language  may  contain 
more  detailed  guidance  likely  to  appear  in  health  department  regulations  in  some  northeastern  states. 
However  explicitly  or  inexplicitly,  it  is  this  body  of  laws  which  authorize  requirements  for  medical 
practitioners  to  report  certain  information  to  health  departments  for  public  health  purposes.  A  mandate 
for  physicians  to  report  administration  of  each  dose  of  vaccine  within  a  short  time  period  might  be 
found—or  added  to  public  health  laws—so  that  the  departments  of  health  can  assure  physicians  update 
immunization  data  in  the  registry. 

2.  Immunizatioii  Laws 

In  the  1970's  any  state  which  had  not  already  done  so  enacted  immunization  statutes  mandating 
the  basic  childhood  series  to  be  completed  by  school  entry.  ^  Since  then  states  have  added  new 
vaccines    and  new  doses     to  their  mandates,  added  Head  Start  and  d^  care,  colleges  and 
universities  to  school  settings  and  lowered  the  age  by  which  certain  immunizations  must  be 
administered  for  infants  and  toddlers  to  gain  entry  to  group  care  or  preschools.  Again,  states  vary  as 
to  whether  changing  immunization  mandates  have  been  authorized  by  statute,  or  by  regulation  where 
broad  statutory  authority  already  existed.  Some  states  with  broad  authority  m^  have  elected  to  seek 
new,  more  explicit  legislation  to  ease  enforcement  of  mandates.  Some  authority  for  registry  activities 
may  be  found  in  immunization  statutes  or  this  area  of  state  law  might  be  amended  to  support  registry 

**  See  Freeman,  Johnson  and  Babcock,  Op  Cit.,  Section  V. 

*^  The  most  recent  additions  in  many  states  are  vaccines  against  meningitis  (EDB)  and  hepatitis  B. 
^  A  second  dose  of  measles  has  been  recommended  in  the  1990's  and  has  been  mandated  by  many  states. 
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operations. 


3.  Laws  Regulating  the  Practice  of  Medicine,  Health  Professionals  and  Medical 
Records 

States  also  have  laws  regulating  medical  care  (at  least  defining  the  roles  various  sorts  of 
practitioners  are  permitted  to  perform  once  licensed)  and  laws  about  medical  records  (what  they  are, 
who  may  create,  handle  or  disclose  them  to  others  and  for  what  purposes).  Because  medical  record 
confidentiality  is  generally  mandated,  registries  may  need  doctors  to  seek  consent  of  their  patients 
before  having  authority  to  send  individualized  immunization  information  to  registries,  unless 
exceptions  to  medical  record  confidentiality  already  exist  for  the  purpose  of  protecting  public  health  or 
improving  individual  patient  care.  Sites  vary  not  only  by  what  authority  already  exists,  but  in  how 
they  have  clarified  gray  areas.  Some  sought  new  legislation,  some  regulations  and  others  relied  on 
opinions  of  their  attorneys  general. 

4.  Information  Privacy  Laws 

Laws  related  to  privacy  of  personal  information  of  all  sorts  probably  exist  in  all  states.  Those 
with  which  we  are  familiar  vary  in  the  specifics.  A  large  proportion  of  the  public  considers  health 
and  medical  information  to  be  among  the  most  intimate  and  sensitive  of  personal  data,  but  believe 
consiimers  have  lost  all  control  over  how  personal  information  about  them  is  circulated  and  used. 
Analyses  of  some  authors  concerned  with  computerized  medical  records  indicate  that  distrust  of 
bureaucracies  and  technology  is  likely  to  increase  "as  collection,  storage,  and  dissemination  of 
information  becomes  even  more  automated." 

Whether  and  how  the  design  of  registries  m^  be  constrained  by  privacy  laws  varies  firom  state  to 
state.  In  some  instances  registry  planners  have  sought  amendments  in  order  to  avoid  the  tedious 
process  of  obtaining  consent  fi"om  parents  to  enroll  children  in  registries,  fi"om  doctors  to  permit 


See  summary  of  1993  Harris-Equifax  Health  Information  Privacy  Survey  described  in  Gostin  et  al.  Op  Cit 

See  Gostin  Op.Cit.,  p.  2487  and  Goldberg,  J.  "Who's  Reading  Your  Medical  Records?"  Lear's  November 
1992;5:40,  42  and  Medical  Records  Institute,  "The  challenge  of  the  next  two  decades."  Toward  Electronic 
Patient  Rec  1992;1:1-7,  both  cited  in  Gostin,  et  al.  Op  Cit. 


29 


submission  of  immunization  administration  or  medical  contraindications  to  health  departments  or  for 
health  department/registry  personnel  to  disclose  immimization  or  other  health  information.  This  last 
element  is  the  most  complex.  There  are  notable  trade-ofifs  between  designs  which  facilitate  exchange 
of  health  information  among  pubic  health  and  medical  care  providers,  insurers,  state  agencies,  public 
and  private  schools,  and  others  and  the  protection  of  privacy.  The  more  interactive  a  computerized 
registry  is  with  the  many  potential  users  of  the  data,  the  more  comprehensive  a  design  of  limiting 
access  to  certain  fields  will  be.  Similarly  the  burden  on  planners  to  assemble  security  measures 
capable  of  restricting  unautiiorized  uses  of  data  as  the  numbers  of  users  and  uses  multiply  will  surely 
grow. 

Variations  in  state  statutes  and  common  law,  and  inadequacies  perceived  in  some  state  regulatory 
schemes  have,  provoked  exploration  of  expanding  federal  law  in  this  area. 

B.  New  Provisions  Proposed  or  Already  Authorized  and  Legal  Issues  Reported  by  Surveyed 
Sites 

Little  if  any  political  opposition  to  the  recent  provisions  discussed  below,  enacted  or  proposed, 
was  noted. 

1.  Among  "Immunization  Only"  Sites 

New  York  City  established  new  authority  for  registry  operations  in  1994.  New  provisions 
authorize  the  health  department  to  create  and  maintain  an  immunization  registry.  They  mandate 
individual  providers  and  health  care  institutions  to  report  all  immunizations  administered  to  any  child 
under  age  seven  to  the  health  department  within  14  days  of  administration  of  a  vaccine.  The 
information  to  be  reported  includes  the  child's  name,  address,  other  information  required  by  the 
Department  for  proper  identification  of  the  child,  demographic  and  epidemiologic  information,  the 
immunization  record,  including  past  immunizations  administered  to  the  child.  For  0-7  year  olds  the 
provider  need  not  seek  parental  consent  to  send  this  information  to  the  health  department.  For 


*^  See  Office  of  Technology  Assessment,  Protecting  Privacy  in  Computerized  Medical  Information,  OTA- 
TCT-576  (Washington,  D.C.:  U.S.  Government  Printing  Office,  September  1993. 
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children  8-19  provider  reports  to  the  registry  are  voluntary.  To  enter  data  in  the  registry  on  children 
in  this  age  group,  providers  must  first  obtain  permission  fi-om  the  parent.  The  amendments  specify 
who  may  have  access  to  information  contained  in  the  registry  and  its  ^propriate  use.  All 
requirements  will  be  phased  in  between  1994  and  1997,  beginning  with  providers  serving  the  largest 
proportion  of  under-immunized  children  in  communities  deemed  most  at  risk.  New  authority  was 
promulgated  under  the  New  York  City  Charter  empowering  the  Board  of  Health  to  promulgate  the 
New  York  City  Health  Code.  [See  Appendix  C] 

San  Bernardino  proposed  new  provisions  in  May  1994.  A  new  article  of  the  Health  and  Safety 
Code  would  authorize  disclosure  of  immunization  status  as  follows: 

Not  withstanding  any  other  provision  of  law,  the  following  medical  information  (emphasis 
added)  about  an  individual  patient  may,  without  consent  (emphasis  added)  be  disclosed  to,  or 
shared  with,  health  care  providers  and  the  local  city,  county  health  ofiQcers,  through 
comprehensive  immunization  registry  systems  that  are  developed  by  local  health  departments: 
date  of  birth,  type  and  date  of  vaccination,  manufacturer  of  lot  number,  adverse  reactions  to 
immunizations,  unique  identifier,  address. 

The  proposal  designates  the  local  health  of&cer  to  operate  the  registry.  It  authorizes  school 
officials  to  receive  information  about  the  immunization  status  of  their  students  firom  the  local  health 
departments,  perhaps  a  distinction  fi'om  accessing  the  registry  directly.  It  authorizes  use  of  the  portion 
of  the  birth  certificate  containing  the  mother's  address  for  the  purpose  of  establishing  "a  data  base  of 
children  to  be  monitored  for  immunization  status,  generate  immunization  reminder  notices,  and  match 
immunization  patients  with  previous  births  within  the  county.  "^^  Disclosure  would  be  authorized  "for 
the  purpose  of  permitting  a  local  health  department,  in  conjunction  with  other  licensed  health  care 
providers  and  schools,  to  utilize  registry  systems  in  order  to  increase  the  rate  of  immunization 
compliance,  thereby  reducing  the  incidence  of  vaccine  preventable  disease  within  their  commimity." 


A  proposed  amendment  to  the  San  Bernardino  Health  and  Safety  Code,  Article  3,  Ch^ter  7  of 
Division  4  provided  by  interviewee. 

^'  Ibid. 
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[See  Appendix  E.] 


2.  From  "Immnnization  plus  other  public  health  program"  sites 

a.  Milwaukee 

In  the  summer  of  1993  the  Milwaukee  Health  Department  Medical  Director  wrote  the  Wisconsin 
Attorney  General  requesting  an  updated  opinion  (an  Attorney  General's  opinion  had  been  issued  in 
1976  but  some  relevant  legislation  had  been  enacted  in  the  interim)  about  the  confidentiality  status  of 
immunization  records  under  Wisconsin  law.  The  1976  AG  opinion  specifically  allowed  for  disclosure 
of  immimization  records  to  public  health  authorities.  The  new  opinion  (September  2,  1993)  also 
exempts  immunization  records  from  Wisconsin  medical  record  confidentiality  provisions,  reasoning 
that  since  immunization  information  must  be  presented  to  schools  pursuant  to  Wisconsin  immimization 
school  entry  laws,  pupils'  physical  health  records  maintained  (under  "section  118.125"~presumably  by 
schools)  lose  their  character  as  confidential  medical  records. 

b.  North  Carolina 

North  Carolina  has  extensive  immunization  legislation.  A  provision  in  1993  amendments  of  the 
General  Statutes  of  North  Carolina  authorizes  disclosure  by  providers  and  others  of  medical  records  to 
the  department: 

"Immunization  certificates  and  information  concerning  immunizations  contained  in  medical  or 
other  records  shall,  upon  request,  be  shared  with  the  Department,  local  health  departments,  and 
the  patient's  attending  physician.  In  addition,  an  insurance  institution,  agent  of  insurance 
support  organization.. jnay  share  immunization  information  with  the  Department.  The 
Commission  may,  for  the  purpose  of  assisting  the  Department  in  enforcing  this  Part,  provide 
by  rule  that  other  persons  may  have  access  to  immunization  in  whole  or  in  part."^^ 


This  information  was  drawn  from  the  package  of  correspondence  between  the  city  health  authorities,  their 
attorneys  and  the  state  Attorney  General  provided  by  the  Milwaukee  registry  interviewee. 

^  North  Carolina  General  Laws,  Chapter  130A,  Article  6,  Part  B. 
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As  a  result,  the  Department  may  authorize  disclosure  to  others  by  internal  rulemaking  without 
'  returning  to  the  legislature.  While  the  legislation  provided  by  the  respondent  does  not  mention 

authorization  of  immimization  registries  specifically,  it  appears  this  provision  provides  the  authority 
planners  foxmd  necessary  to  supplement  other  existing  statutes.  [See  Appendix  D.] 

I 

c  Rhode  Island 

Rhode  Island  recently  amended  its  public  health  statute    to  empower  the  health  department  to 
I  make  rules: 

"requiring  the  reporting  of  immunization  status  and  any  other  relevant  information  that  the 
Director  determines  appropriate  for  persons  under  the  age  of  18  years  for  the  purpose  of 
establishing  and  maintaining  a  childhood  immunization  registry,  provided  however,  that  all 
'  personally  identifiable  information  obtained  pursuant  to  this  section  shall  be  subject  to  the 

provisions  of  Section  5-37.3-1."    (presumably  the  medical  record  and/  or  privacy  laws.) 

This  Rhode  Island  law  provides  an  example  of  broad  public  health  powers  typically  delegated  to 
J  health  departments  in  New  England.  (See  Appendix  F.) 

3.  From  an  Immunization  Plus  Public  Health  Plus  Medical  Care  Record  Site 

J  The  Washington  state  Attorney  General's  ofGce  interpreted  a  confidentiality  provision  regarding 

health  records  in  such  a  way  as  to  provide  authority  sought  by  the  Everett  site  to  share  children's 
immunization  records  with  providers.  The  state's  Health  Care  Infonnation  Act  requires  parental 
consent  for  disclosure  of  patient  (or  parental)  medical  records  and  that  consent  ordinarily  expires  after 

)  90  days.  An  exemption  for  the  registry  was  shaped  by  the  AG's  office,  reasoning  consent  is 

unnecessary  because  the  disclosure  would  assist  providers  in  performing  their  jobs.  The  interviewee 
thought  the  interpretation  was  not  difficult  to  obtain  in  the  case  of  immimization  information  which  is 
not  viewed  as  controversial  and  noted  that  another  approach  might  be  needed  for  other  sorts  of  health 

'  ^formation. 


Rhode  Island  P.L.  1199,  Chapter  220,  Section  23-1-18  (10) 
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V.  Stakeholder  Participation:  Political  and  Practical  Considerations 
A.  The  Range  of  the  Stakeholders  and  their  Interests 

Previous  sections  have  introduced  a  multitude  of  interested  parties,  or  stakeholders.  Principal 
among  these  are  1)  state  and  local  departments  of  health  which  have  assumed  lead  roles  as  planners 
and  operators  of  registries;  2)  providers  of  immunization  services;  and,  3)  the  families  whose  children 
constitute  the  target  populations.  The  families  range  from  the  most  afQuent— who  are  accustomed  to 
managing  their  affairs  with  little  assistance  or  interference  from  government  social  agencies  but  have 
numerous  dealings  with  private  information  systems  involved  in  medical  care,  insurance  or  financial 
services— to  the  very  poorest  who  may  have  regular  experience  with  health  and  welfare  bureaucracies 
but  less  with,  private  financial  and  insurance  institutions. 

Because  Massachusetts  relies  principally  on  private  providers  of  medical  care  to  deliver 
immunizations,  a  section  of  the  survey  concentrated  on  the  experience  of  registry  plaimers  with  the 
interests  and  concerns  of  medical  care  providers  and  of  parents.  It  is  important  to  remember  that  three 
sets  of  principal  stakeholders  (planners,  providers  and  parents)  are  among  a  much  longer  list  of  actors 
with  interests,  concerns  and  influence.  These  include  state  and  local  government  programs  which  may 
serve  as  referral  agencies  for  immunization  services;  welfare  programs  which,  in  a  few  locations, 
have  authority  to  reduce  public  benefits  to  poor  families  whose  children  are  inadequately  immunized; 
the  institutions  children  must  be  immunized  to  attend  (e.g.  schools,  public  and  private;  daycare 
centers.  Head  Start);  and  courts  as  they  enforce  immunization  laws.  State  legislatures  which  write 
laws  and  oversee  executive  branch  implementation  of  them,  and  executive  branch  policy  makers  at  all 
levels  are  always  concerned  with  the  relationship  among  government  programs,  information  systems 
and  budgets. 

Especially  as  immimization  registries  enter  the  health  care  reform  and  medical  records  arenas, 
public  and  private  national  institutional  interests  m^  bear  on  registiy  design  issues,  financial  resources 
available  and  political  support  or  constraints.  National  professional  and  trade  associations  of 
providers,  medical  institutions,  insurers  and  others  have  already  participated  in  drafting  or  reviewing 
federal  legislative  proposals  as  have  federal  government  agencies  (principally  the  Public  Health 
Service  and  the  Health  Care  Finance  Administration)  and  Congressional  offices.  The  Robert  Wood 
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Johnson  Foundation,  Annie  Casey  and  Aetna  foundations  have  made  significant  investments  and  have 
already  influenced  the  course  of  events.  An  array  of  technological  experts  and  entrepreneurs  will  offer 
hardware,  software  and  consulting  services  affecting  capabilities  and  costs  of  registries  at  the  local 
level  up  through  a  linked,  national  system.  The  possibility  of  such  a  national  system,  including  every 
child  in  the  country,  represents  the  xiltimate  desire  of  some  public  health  professionals. 

B.  Participation  of  Principal  Stakeholders 

From  the  point  of  view  of  providers  and  parents,  there  are  two  kinds  of  participation.  One 
involves  them  in  some  way  diiring  the  planning  phase  and  in  subsequent  policy  discussions.  The 
other  entails  their  interaction  with  the  registry  itself.  In  most  instances  this  type  of  participation  is 
perhaps  more  accurately  described  as  cooperation. 

This  section  does  not  reach  issues  arising  in  recall  and  reminder  stages  of  the  process  as  most 
projects  had  little  experience  there  to  date.  In  the  future  it  will  be  of  great  interest  to  explore  these 
features  and  as  well  the  use  of  registries  to  systematize  linking  of  children  to  the  health  services  they 
need:  immunization,  screening  and  preventive  care  as  well  as  medical  services,  particularly  for 
underserved  populations. 

1.  Providers 

Most  projects  ensure  that  providers,  both  public  and  private,  participate  in  policy  development  and 
planning  processes.  Typically  providers  participate  through  advisory  boards,  health  department 
meetings  and  in  focus  groups.  Perhaps  the  most  comprehensive  effort  to  engage  providers  was 
organized  in  New  York,  where  planners  heard  from  providers  in  five  categories  of  focus  groups: 
voluntary  private  hospitals,  private  practitioners,  municipal  hospitals,  commimity  health  centers,  and 
medicaid  providers.  Through  other  providers  who  sit  on  the  advisory  board  to  the  immunization 
program  and  registry,  participants  of  these  focus  groups  supplemented  information  to  plarmers  in  New 
York.  As  a  practical  matter,  outside  any  health  department  processes,  provider  associations  generally 
have  significant  contact  with  both  executive  and  legislative  leaders. 


NVAC,  Op.  Cit  concentrates  on  national  coordination  of  state  and  local  initiatives. 
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Whether  through  focus  groups  or  in  an  advisory  capacity,  providers  have  had  the  opportunity  to 
express  their  ideas,  desires  and  apprehensions.  Planners  often  reported  that  providers  expressed 
^preciation  for  early  involvement.  Providers  wish  for  inexpensive,  "user-fiiendly"  technology. 
Private  sector  providers  raised  concerns  about  liability,  particularly  being  held  responsible  for 
generating,  or  for  relying  on  inaccurate  or  out-of-date  information  in  registries  about  immunizations 
administered,  medical  contraindications  and  adverse  reactions.      Others  voiced  concern  that  registry 
information  might  be  used  to  evaluate  their  standards  of  care  (gauging  quality  by  what  proportion  of 
their  patients  are  up  to  date  on  immunizations).  No  plarmer  in  this  sample  mentioned  anxiety  about 
additional  burdens  on  physicians  to  report  each  immunization  or  the  possibility  of  a  new,  physician 
reporting  mandate  in  states  where  it  m^  not  already  exist. 

Some  sites  offered  lessons  in  overcoming  difficiilties  in  recruiting  providers.  One  emphasized  that 
improving  provider  participation  rates  required  "marketing"  the  program  to  them.  Less  than  desired 
provider  cooperation  had  not  resulted  from  simple  refusal  to  take  part  in  the  registry,  but  from  lack  of 
familiarity.  Predictably,  recruiting  providers  seemed  easier  whenever  information  about  registries  was 
presented  in  terms  of  potential  benefits,  especially  with  such  tangible  items  as  provision  of  software 
and/or  hardware  and  technical  support  organized  by  the  health  departments.    In  the  words  of  one 
project,  one  has  to  "give  them  [providers]  a  reason  to  be  there." 

2.  Parents 

Parental  participation  in  policy  development  and  planning  has  been  a  lower  priority  than  provider 
participation.  Eight  of  the  twelve  projects  surveyed  have  advisory  boards.  Five  involve 
representatives  from  some  community-based  organizations  (which  in  at  least  some  cases  are  intended 
to  represent  the  interests  of  families).  Only  one  of  these  boards  has  any  decision  making  authority. 


The  CDC  is  recommending  that  medical  contraindications  not  be  a  part  of  the  computerized 
registry  to  protect  the  privacy  of  clients  and  the  confidentiality  of  records.  For  example,  HTV/AIDS  is 
a  contraindication.  If  this  information  were  to  be  included  in  the  computerized  registry,  then  a 
database  of  individuals  with  HIV/AIDS  would,  for  all  intents  and  purposes,  be  established. 

The  Nevada  advisory  board  includes  in  its  membership  the  wife  of  the  Governor,  state  and 
county  workers,  some  private  physicians  but  no  parent  or  community  groups.  This  board  reviewed  the 
registry  funding  proposal  and  approved  the  choice  of  hardware. 
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Everett  involved  a  small  number  of  parents  of  high-risk  children  in  a  focus  group  in  addition  to 
sending  out  5000  mail  surveys  to  parents  regarding  the  registry.  The  500  responses  were  mainly 
positive.  New  York,  Savannah  and  Milwaukee  conducted  focus  groups  with  parents  of  high-risk 
children.  New  York  City  parents  indicated  strong  interest  in  having  easy  access  to  updated 
immunization  records  for  their  children—and  equally  strong  concerns  about  privacy.  Their  views  may 
have  influenced  the  design  of  the  new  "Citywide"  registry  in  New  York  which  provides  relatively 
limited  data  access  to  providers.  It  may  also  play  a  significant  role  in  the  planning  decision  to  permit 
data  access  to  other  parties  (e.g.  state  agencies)  on  a  case  by  case  basis. 

Focus  groups  alerted  planners  to  specific  parental  concerns  such  as  the  case  in  which  an  estranged 
partner  of  one  mother  was  at  once  a  child's  father  and  a  threatening  stalker  of  the  mother  (See  Section 
ni  C).  That  mother  seems  appropriately  worried  about  the  possibility  that  a  registry  could  reveal  her 
home  address  or  phone  number  to  the  father—a  fear  some  parents  of  both  genders  in  custody  battles 
may  share. 

One  project  noted  that  "we  are  involving  mothers  in  the  Housing  Authority  Parents'  Groups.  The 
goal  is  to  have  well  informed  mothers  serving  as  role  models  and  sources  of  accurate  information."  If 
these  mothers  also  provide  advice  back  to  registry  persormel  about  how  to  work  with  the  parents  in 
the  community,  it  m^  have  more  extensive  parental  involvement  than  many  other  sites.  This  is  the 
same  site  (Richmond)  which  enrolls  children  only  after  obtaining  parental  signatures  on  consent  forms 
for  each  child. 

Some  projects  do  not  involve  parents  in  planning  except,  as  one  coordinator  put  it,  "we  involve 
parents  to  the  extent  that  members  of  our  advisory  board  are  parents  themselves."  Another  project 
observed  that  "It's  probably  a  good  idea  [to  include  parents]  but  it's  administratively  unmanageable." 
Another  noted,  "We  haven't  done  much  with  parents  yet.  At  meetings  with  hospital  staff,  we  are 
constantly  reminded  that  we  need  to  address  parental  needs  and  ensure  that  the  system  benefits 
parents,  while  protecting  their  privacy." 

In  terms  of  parental  cooperation  in  implementation,  projects  have  experienced  few  problems  to 
date.  Although  none  of  the  projects  which  is  already  entering  immunization  information  reported 
100%  enrollment  of  those  whom  they  had  approached,  the  numbers  were  in  the  96%  to  99%  range. 
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The  high  levels  of  enrollment  may  reflect  the  automatic  characteristic  of  the  majority  of  the  systems  as 
much  as  knowledge  or  intent  to  cooperate  on  the  part  of  the  parents.  One  coordinator,  whose  project 
is  still  in  development,  observed  no  problems  had  been  encountered  with  parents  because  "they  do  not 
know  about  the  registry  yet."  This  project  intends  to  involve  parents  during  the  implementation  phase 
to  learn  more  about  addressing  concerns  and  facilitating  cooperation.  In  the  mandatory  enrollment 
systems,  as  one  project  planner  put  it,  the  parents  "are  not  in  a  position  to  refuse." 

3.  Project  Planners  and  Coordinators 

The  registry  personjiel  surveyed  expressed  additional  issues  of  great  importance  to  them.  Within 
health  departments  delays  in  hiring  personnel  rated  frequent  mention.  Paperwork  associated  with 
consent  forms  was  notably  burdensome.  A  recurring  preoccupation  was  how  to  achieve  sufficient 
cooperation  among  the  government  bureaucracies  for  effective  and  efficient  operations,  particularly  in 
environments  where  agencies  have  historically  suffered  from  turf  consciousness  and  must  compete  for 
funding.  Respondents  noted  that  input  from  other  government  agencies  was  critical,  albeit 
troublesome  for  most  of  them.  As  one  project  observed,  "I  have  seen  the  enemy  and  the  enemy  is 
us."  Balancing  between  multiple  interests  within  county  or  state  government  appears  to  be  more 
difficult  as  registries  expand  their  focus  to  perfonn  numerous  functions. 

Predictably,  problems  appeared  most  intractable  where  health  departments  were  not  favorably 
positioned  in  the  political  hierarchy.  As  one  project  coordinator  lamented,  "People  [other  state 
entities]  don't  psy  attention  to  us....I  wish  to  get  the  support  of  state  officials  and  make  them 
understand  the  importance  of  immunization." 

VI.  POLICY  AND  PLANNING  IMPLICATIONS:  How  national  changes  may  affect  state  and 
local  registry  projects;  How  state  and  l^cal  experience  can  inform  national  policy  makers 

A.  How  National  Health  Reform  May  Influence  Registries 

The  recent  growth  spurt  in  state  and  local  registry  planning  coincides  with  major  changes  in  the 
shape  of  the  medical  care  delivery  system.  Consolidation  of  medical  care  providers  into  managed  care 
organizations  is  proceeding  without  new  legislation  in  many  places.  Some  states  have  already  enacted 
reform  laws  which  encourage  this  trend;  and  the  national  legislative  debate  wiU  continue  in  the  next 
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session  of  the  U.S.  Congress.  Health  department  registry  projects  will  provide  early  lessons  about 
how  difficiilt  it  may  be  for  them  to  operate  under  health  care  reform.  Situated  among  public  health 
and  medical  care  providers  concerned  with  child  health  and  with  the  relationship  between  pubic  health 
programs  and  comprehensive  primary  care  in  this  emerging  new  order,  registries  are  potentially  a 
powerful,  imifying  element. 

If  registries  succeed  in  enrolling  very  close  to  100%  of  the  child  populations  in  their  jiirisdictions 
and  in  achieving  cooperation  among  all  of  the  providers  who  m^  see  them,  they  will  house  the  first 
complete  data  bases  in  the  country  for  identifying  who  is  in  need  of  immunization— or  other  health 
services—who  is  receiving  them  and  who  is  not.  These  registries  wiU  be  able  to  identify  "missing" 
children  (bom  but  never  seen  by  a  health  care  practitioner)  and  those  previously  identified  to  be  in 
need  of  particular  services  (firom  the  results  of  the  various  screening  and  assessment  programs, 
including  immimization  status  assessments). 

They  will  do  so  by  matching  records  of  all  births  in  the  district  to  those  of  children  enrolled  in 
local  health  care  plans  or  who  have  visited  local  health  care  providers.  This  match  should  inform  the 
health  departments  which  children  bom  in  their  areas  have  no  caregiver  (and/or  means  of  financing 
health  services)  and  which  children  who  appear  somewhere  for  health  care  may  not  have  been  bom  in 
the  jurisdiction  (or  at  least  not  in  a  hospital)  but  live  there  now.  Such  standard  computer  operations 
will  allow  health  departments  to  identify  and  offer  previously  unenrolled  children  important  health 
services.  Even  with  this  new  capacity  some  children  m^  remain  unidentified  and  lost  firom  possible 
links  to  health  services  through  registries  and  health  departments,  but  probably  many  fewer  than  ever 
before.  Positive  relations  between  health  departments  and  communities  will  be  needed  for  health 
departments  to  benefit  those  vulnerable  children  identified  in  the  match  as  well  as  those  who  may 
remain  outside  the  system. 

For  public  health  officials  committed  to  population  based  strategies  this  is  an  opportunity  of  a  life 
time.  For  those  seeking  a  w^  to  assure  inclusion  of  underserved  children  in  comprehensive  primary 
care,  the  potential  of  this  moment  is  also  unprecedented.  But  many  imcertainties  remain  before 
identification  of  children  in  need  of  services  inevitably  results  in  immunizations  or  any  other  elements 
of  comprehensive  primary  care. 
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First,  health  departments  will  need  a       to  assure  service  providers  are  willing  and  able  to  care 
for  those  who  currently  have  no  regular  source  of  care.  If  national,  universal,  comprehensive  medical 
insurance  is  enacted,  many  fewer  children  would  be  iminsured.  Health  care  reform  proposals  seriously 
considered  by  the  Congress  would  have  excluded  those  who  reside  in  the  United  States  without  benefit 
of  citizenship,  resident  visas  or  other  INS  documentation.  While  public  health  ofilcials  must  be  as 
conscientious  about  the  health  of  this  population  as  about  any  other  if  they  are  to  prevent  disease, 
medical  providers  would  continue  to  have  little  incentive  to  serve  these  uninsured  people.  And  with 
or  without  insurance,  there  may  be  a  shortage  of  willing  medical  providers  in  areas  whose  residents 
may  be  at  high  risk  of  illness  (as  in  some  inner  cities  and  rural  areas)  where  preschool  immimization 
rates  have  been  habitually  low  and  may  serve  as  markers  of  vulnerability  for  a  variety  of  health 
problems. 

In  a  less  than  "universal"  scheme  of  national  health  insurance  even  more  children  continue  without 
health  insurance  and  care.  Depending  on  the  size  of  this  population  in  any  community  or  state,  and 
on  the  supply  of  primary  care  providers  prepared  to  offer  the  uninsmred  a  regular  soxu-ce  of  care,  the 
nature  of  the  challenge  to  the  health  departments  may  vary.  One  crucial  question  is:  How  difficult 
will  it  be  to  match  children  to  caregivers  who  will  provide  continuity  of  care  (at  best)  and  good 
records  of  what  they  did  and  did  not  provide  (at  a  minimum)? 

Even  where  increasing  numbers  of  children  may  be  insured  in  some  way,  or  enrolled  in  managed 
health  care  plans,  major  tasks  confront  health  departments.  If  increasing  reliance  on  managed  care 
results  from  health  care  reform  legislation,  or  from  pressures  of  competition  and  cost  containment 
alone,  health  department  clinics  may  serve  less  and  less  in  the  role  of  "provider  of  last  resort." 
Medical  care  reforms  m^  strip  health  departments  of  the  resources  they  now  use  to  provide  primary 
care.      The  Institute  of  Medicine  workshop  report,  "Overcoming  Barriers  to  Immunization,"  noted 
that  states  retain  authority  exercised  l^ough  their  public  healdi  departments  to  ensure  accoimtabiUty, 


Many  health  departments  now  supplement  their  public  health  authorizations  by  providing  medical  services 
to  the  poor  which  are  reimbursed  through  Medicaid.  These  funds  earned  through  provision  of  health  services  to 
insured  clients  who  are  likely  to  be  enrolled  in  managed  medical  care  plans  under  various  reform  options,  would 
leave  health  departments  without  substantial  income.  The  clients  who  have  been  receiving  primary  care  services 
from  health  department  clinics  may  or  may  not  be  well  served  by  managed  care  plans,  but  health  dep2irtments 
would  be  left  with  only  those  clients  of  primary  care  who  are  uninsured.  Health  department  appropriations  are 
xmlikely  to  increase  and  there  will  be  little  possibility  for  health  departments  to  cross  subsidize  the  care  for  the 
uninsured  through  Medicaid  fees  under  these  circxmistances. 
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guide  public  health  planning,  and,  if  need  be,  fill  gaps  in  service. 

But  certain  features  of  medical  care  reform  may  militate    against  states'  retention  of  siifficient 
public  health  authority  to  achieve  optimal  benefit  from  population  based  data  and  strategies.  For 
example,  the  health  information  systems  envisioned  for  national  medical  care  reform  may  threaten  the 
ability  of  public  health  departments  to  collect  data  generated  in  medical  settings  in  a  form  suitable  to 
the  role  of  overseers  of  accountability  to  public  health  goals,  including  immunization.  The  primaiy 
purposes  of  data  systems  for  medical  care  reform  are  to  aggregate  data  for  certain  purposes,  not  to 
systematically  identify  children  (or  anyone  else)  for  individual  follow-up.  The  purposes  of  the  new 
medical  information  systems  include: 


o    Cost  Control    (efficient  use  of  resources  and  fraud  detection); 

o    Quality  Control    (development  of  guidelines  and  performance  standards,  identification  of  "outlier" 

providers  and  plans) 
o    Market  Information    (consumer  "report  cards"  on  health  plans) 
o    Research    (health  care  outcomes,  consumer  satisfaction) 


The  President's  proposed  Health  Security  Act  mentioned  "public  health  uses"  of  such  information, 
but  whether  that  was  to  encompass  identification  and  recall  of  children  who  have  not  received 
necessary  health  services,  such  as  immunizations,  is  not  clear."    Based  on  the  bills  considered  by 
Congress  it  appears  any  national  health  reform  legislation  will  contain  provisions  about  medical 
record  confidentiality  and  may  address  the  necessity  for  and  handling  of  public  health  information 
systems. 


Unless  the  national  scheme  encompasses  reporting  of  certain  information  generated  in  medical 
settings  to  public  health  authorities  for  public  health  purposes— and  unless  such  a  federal  law  permits 
disclosure  of  these  health  records  to  fiilfill  public  health  purposes—the  tools  for  operating  effective. 


*  lOM,  Op.  Cit.  p.25 

Simimary  presented  to  the  NVAC  Subcommittee  on  Vaccination  Registries,  by  Elizabeth  Wehr,  Research, 
Associate,  Georgetown  University  Center  for  health  Policy  Research,  April  7,  1994. 
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population  based  programs  could  be  lost.  The  tension  between  the  need  to  protect  citizen's  privacy  in 
more  centralized,  more  automated  medical  information  systems  and  the  need  to  identify  individuals  in 

( 

need  of  public  health  services  is  paramount. 

Just  as  federal  policy  makers  will  need  to  watch  the  states  to  learn  the  many  lessons  from  early 
stages  of  registry  operations,  state  officials  will  need  to  monitor  federal  policy  and  legislative  debates  , 
closely  to  xmderstand  how  any  new,  federal  health  information  system  may  impinge  upon  or  support 
critical  public  health  functions,  including  immunization  registration  and  recall.  With  the  current 
chapter  of  national  reform  debates  concentrated  on  two  elements  (extent  of  "universality"  and 
financing  methods)  the  need  for  a  national  infonnation  system  to  serve  public  health  piuposes  as  well 
as  those  associated  with  managing  medical  care  and  its  costs,  is  often  neglected  or  misunderstood, 
even  by  highly  sophisticated  medical  care  reformers. 

B.  Crucial  Lessons  to  Learn  from  Registry  Experiences 

What  important  lessons  can  we  learn  now  and  in  the  future  from  the  design  of  registries  and  from 
each  phase  in  their  development?  How  may  the  lessons  inform  local,  state  and  national  policy  makers  ^ 
about  improving  the  health  of  the  population  through  public  health  and  medical  care?  As  mentioned 
in  the  introduction,  immunization  registries  have  been  introduced  as  a  strategy  to  complement  others 
set  out  by  all  states  in  Immunization  Action  Plans.  As  more  infonnation  becomes  available  about  the 
reminder  and  recall  elements  of  registries,  about  health  departments'  abilities  to  match  imderserved  C 
children  with  providers  of  immunization  and  other  elements  of  primary  care,  it  will  become  possible 
to  evaluate  the  benefits  and  the  costs  of  the  registry  strategy.  It  will  also  become  possible  to  analyze 
which  benefits  and  which  costs  are  associated  with  which  models. 

r 

It  is  already  clear  fix)m  a  review  of  planning  and  early  implementation  efforts  at  a  dozen  sites  that 
structural  decisions  about  the  functions  each  registry  is  intended  to  perform  are  fundamental.  Plaimers 
increase  potential  health  benefits  of  operating  registries  by  adding  other  screening  and  assessment 
programs  to  immunization  in  the  data  base.  At  the  same  time  they  confront  greater  complexity  in 
assuring  efficiency  balances  protection  of  privacy  with  each  expansion.  At  present  the  costs  of 
technical  elements  involved  in  combiiung  immunization  with  lead  screening  and  other  pubic  health 
information  systems  m^  be  relatively  easy  to  estimate.  But  a  full  understanding  of  complexities  and  , 
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costs  associated  with  achieving  universal  linkage  and  cooperation  of  medical  providers  and  institutions 
may  elude  us  for  some  time.  Similarly,  a  full  appreciation  of  how  families  will  respond  to  registry, 
reminder  and  recall  systems  in  which  they  may  be  enrolled  automatically  and  in  which  participation 
may  or  may  not  be  required  will  evolve  more  incrementally.  How  registries  and  their  health 
department  managers  are  able  to  support  improvements  in  the  status  of  the  entire  health  population 
(and  of  higher  risk  portions  of  it)  will  be  the  most  important  health  outcome  to  measiu^.  Success  in 
improving  health  will  depend  on  how  well  public  health  information  systems  are  able  to  trigger  health 
services  for  those  remaining  on  the  margins  or  outside  the  medical  care  system. 

The  coincidence  of  health  care  reform  and  registry  planning  dependence  on  comprehensive, 
computerized  information  systems  emphasizes  the  importance  of  understanding  the  advantages  and 
disadvantages. of  linking  different  categories  of  users  in  registry  networks.  Information  systems  can  be 
improved  by  studying  how  well  the  design  of  access  to  registry  data  and  restrictions  serve  to  balance 
efficiency  and  privacy.  Similarly,  the  attributes  of  varying  security  devices  will  merit  continuing 
scrutiny. 

For  those  registry  projects  which  have  confronted  many  complex  planning  issues  with  the  benefit 
of  foundation  planning  grants,  the  cost  issues  have  been  less  acute  in  this  developmental  phase. 
Financially  strapped  health  departments  relying  exclusively  on  state  appropriations  may  have  to  wait 
until  some  of  the  lessons  have  been  packaged  into  proven,  readily  replicable  models  before 
determining  the  benefits  imder  local  circumstances. 

If  early  evaluations  do  show  the  benefits  of  the  registry  strategy  to  be  substantial  and  the  costs 
manageable,  national  coordination  will  be  needed  to  assure  compatibility  across  registries  and, 
ultimately,  inclusion  of  all  children.  Others  have  discussed  the  need  for  imiformity  in  core  data  sets 
and  the  utility  of  the  vital  statistics  reporting  systems  as  models.  "  Start-up  and  sustenance  of 
registries  which  depend  on  the  quality  of  local  participation  to  result  in  meaningfiil  state  and  national 
programs  m^  require  greater  financial  support  from  the  federal  goverrmient. 

The  availability  of  adequate  funding  may  depend  on  how  national  health  care  reform  legislation  is 


See  NVAC,  Op  Cit. 


43 


written  and  if  it  is  enacted.  If  the  infonnation  system  components  needed  to  serve  public  health 
elements  are  integrated  in  the  infonnation  systems  designed  to  serve  medical  care,  the  costs  m^  also 
be  included  in  the  health  care  bundle.  As  a  proportion  of  the  yearly,  national  medical  care  cost,  this 
piece  is  tiny.  If,  however,  these  infonnation  links  between  medical  care  and  public  health  are 
excluded  from  the  package,  "  the  difficulty  in  sustaining  registries  and  other  population  based  public 
health  strategies  m^  rise—and  more  likely  fall—on  the  tide  of  yearly  appropriations. 


In  a  worst  case  scenario,  some  crucial  element  might  even  prohibited  by  the  way  confidentiality 
provisions  are  drafted. 

^  See  Freeman  and  Robbins,  Op.  Cit.  for  a  full  explanation  of  the  relationship  between  medical  care  reform 
2uid  pubic  health  functions.  It  analyzes  how  a  reformed  medical  care  system  could  serve  to  improve  the  health 
status  of  the  population  in  ways  that  have  not  been  contemplated  in  current  legislative  proposals. 
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Instruction  Sheet 


PROJECT 


INTERVIEW  DATE 


INTERVIEWER 


RESPONDENT  NAME 


TITLE 


PHONE  NUMBER  CALLED 


FAX  NUMBER 


OTHER  CONTACT  (ASSOCIATE/ASSISTANT/SECRETARY)  

AS  NEEDED,  REVIEW  INTRODUCTORY  INFORMATION  WITH  RESPONDENT: 

OBJECT  OF  SURVEY:  To  assist  Mass.  Dept  of  Public  Health  in  development  of  its  immu- 
nization registry  proposal  by  learning  of  the  experience  of  All  Kids  Count  projects  across 
the  country.  We  need  all  information  by  April  28th. 

SUBJECTS  COVERED: 

■  program's  goals  and  objectives, 

■  the  current  status  of  project, 

■  intended  uses  for  registry, 

■  the  authority  under  >A^ich  it  operates, 

■  consent,  confidentiality  and  access  issues. 

SHARE  FINDINGS:  The  results  of  this  interview  will  be  composed.  Each  respondent  will 
have  chance  to  review  and  correct  the  interview  report  and  identify  items  which  should  not 
be  shared  with  others.  Findings  will  be  shared  with  other  projects,  CDC,  and  NVAC. 

BE  SURE  TO  GET  RESPONDENT'S  CORRECT  TITLE,  AND  A  FAX  NUMBER. 
Before  I  go  any  further,  do  you  have  questions? 

Don't  hesitate  to  ask  for  clarification  if  you  do  not  understand  any  question  or  if  you 
want  to  elaborate  on  your  answer. 


Contact  Introduction 


PROJECT  __    CONTACT  DATE. 

INTERVIEWER  

RESPONDENT  NAME_   TULg 


PHONE  NUMBER  CALLED  pAX  NUMBER 

OTHER  CONTACT  (ASSOCIATE/ASSISTANT/SECRETARY)  


CONTACT  CALL  INTRODUCTION 

"      nf^M°'      l^'^V^  ■  '      P^*^  °^     interview  team  at  the  University 

of  Massachusetts  cun-ently  assisting  the  Mass.  Department  of  Public  Health  to  plan  the 
Massachusetts  Immunization  Registry. 

■  Our  team  is  coordinated  by  Dr.  Phyllis  Freeman.  We  are  working  with  Dr  Susan  Lett 
Director  of  the  Massachusetts  Immunization  Program  and  Donna  Lazorik  R  N 
Coordinator  of  the  Mass.  Immunization  Action  Plan. 

■  The  Mass.  Department  of  Public  Health  is  eager  to  learn  of  the  experiences  of  operating 
registnes  across  the  country  before  submitting  their  own  plan  for  an  immunization  registry 
For  his  information  to  benefit  their  planning,  we  must  have  gathered  all  infonnation  by 
April  28th. 

■  We  have  developed  our  survey  in  communication  with  the  Robert  Wood  Johnson 
Foundation  and  their  evaluation  team  at  the  Sheps  Center  at  the  University  of  No.  Carolina 
so  that  we  don  t  unnecessarily  duplicate  work  they  have  already  done. 

■  If  you  are  willing  to  cooperate  with  this  survey.  I'd  like  to  schedule  a  time  during  the  next 
week  when  you  would  have  about  an  hour  available  for  a  phone  interview. 

■  The  Mass^  Department  of  Public  Health  would  like  to  share  our  findings  with  all  the  pro- 

participate,  as  well  as  with  the  National  Vaccine  Advisory  Committee  (NVAC) 
and  the  National  Immunization  Program  at  the  Center  for  Disease  Control. 
The  interview  will  cover. 

■  your  program's  goals  and  objectives, 

■  the  current  status  of  your  project, 

■  intended  uses  for  your  registry, 

■  the  authority  under  which  it  is  operated,  and 

■  consent,  confidentiality  and  access  issues. 

■  After  concluding  our  interview.  I  will  prepare  a  draft  which  will  be  made  available  to  you  so 
that  you  can  review  it  for  accuracy  and  identify  any  items  which  you  do  not  want  shared 
with  other  projects. 

■  So  that  you  can  prepare  for  the  interview.  I  can  fax  you  a  copy  of  the  survey  questions  in 
advance  of  our  interview  That  will  help  expedite  the  interview  and  suggest  topics  for 
which  you  have  documentation  which  might  be  made  available  to  us 
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■  We  expect  the  interview  to  take  about  one  hour. 

■  Because  we  are  working  on  a  short  time-line,  your  participation  will  be  of  great  help 
and  what  we  learn  can  benefit  projects  across  the  country. 

■  Can  you  suggest  a  time  next  week  when  we  could  conduct  our  survey?  [SCHEDULE 
INTERVIEW;  GET  FAX  NUMBER;  FAX  QUESTIONS.] 

[If  respondent  has  any  questions  atx)ut  this  project,  s/he  may  call  Donna  Lazorik,  the  lAP 
Coordinator,  at  617/522-3700,  ext.420  or  Phyllis  Freeman  here  at  U/Mass-Boston  at  617/ 
287-7372.] 


DHP/UMB  SURVEY  OF  IMMUNIZATION  REGISTRIES  -  FAX  MESSAGE 


DATE:   FAX  NUMBER: 


TO: 


Ail  Kids  Count  immunization  Registry 


FROM:  

DHP/UMB  Survey  Team 

FAX:  (617)287-7099 
VOICE:  (617)287-7372 


FAX  LENGTH:  Cover +7  Pages. 


Tlianl<  you  once  again  for  agreeing  to  participate  in  our  survey  of  immunization 
registries.  Tlie  following  pages  contain  the  questions  for  our  interview 
scheduled  for  at  . 

The  Mass.  Department  of  Public  Health  is  eager  to  leam  of  the  experiences  of  operating 
registries  across  the  country  before  submitting  thdr  own  plan  for  an  immunization  registry.  The 
information  gamered  from  your  Interview  will  contribute  substantially  to  their  preparation. 

We  developed  our  survey  in  communication  with  the  Robert  Wood  Johnson  Foundation  and  their 
evaluation  team  at  the  Sheps  Center  at  the  Univer^  of  No.  Carolina  in  an  effort  to  avoid  unnecessarily 
duplicating  work  they  have  already  done. 

The  Mass.  Department  of  Public  Health  will  share  our  findings  with  all  the  projects  wNch 
participate,  as  well  as  with  the  National  Vaccine  Advisory  Committee  (NVAC)  and  the  National 
Immunization  Program  at  the  Center  for  Disease  Control.  When  the  interview  is  completed,  i  will  send 
you  a  draft  of  your  responses  for  review  and  correction.  You  will  also  have  an  opportunity  to  indicate  any 
responses  you  do  not  want  shared  with  others.  A  copy  of  the  findings  from  all  interviews  will  be  provided 
to  each  participant. 

Our  team  is  coordinated  by  Dr.  Phyllis  Freeman.  We  are  woridng  with  Dr.  Susan  Lett,  Director  of 
the  Massachusetts  Immunization  Program  and  Donna  Lazorik,  R.N.,  Coordinator  of  the  Mass.  Immuniza- 
tion Action  Plan. 


If  you  have  any  questions  about  ttiis  project,  feel  free  to  call  Donna  Lazorik,  the  lAP  Coordinator,  at  617/ 
522-3700,  ext.420  or  Phyllis  Freeman  here  at  U/Mass-Boston  at  617/ 287-737ZJ 


DPH/UMB  SURVEY  OF  IMMUNIZATION  REGISTRIES  - 1 


SURVEY  ITEMS 


The  first  series  of  questions  concern  the  origin,  status,  scope  and  goals  of  your 
project 

I.      Goals,  Scope,  and  Status,  of  Project: 

1 .  When  did  your  project  begin? 

2.  Does  your  organization  have  a  written  statement  of  program  goals  and  objectives  that 
you  can  send  us?  [Provide  UIVIB  address/fax  number  at  conclusion  of  interview,] 

 YES   NO     [If  "NO",  ask  (a);  otherwise  skip  to  #2.; 

a)      If  "NO",  would  you  briefly  state  your  program's  goals  and  objectives. 

3.  How  far  along  are  you?  Is  your  project  still  in  development,  or  have  you  begun 
implementation? 

a)  still  in  development  b)  implementation  begun 

c)  other  response  


4.  )     a)      In  what  age  group  are  children  in  your  target  population?   

b)  How  many  children  are  in  the  target  population  you  seek  to  register?   

c)  How  many  children  have  been  enrolled  in  your  registry?   

5.  If  you  know  or  can  estimate,  what  are  the  proportionate  demographics  characteristics  of 
the  target  population  of  pre-school  children  in  terms  of  -- 

a)  race?  (%) 

b)  language?  (%) 

c)  ethnicity/culture? 

d)  income  or  economic  status? 

e)  other?  

6.  What  is  the  geographic  area  encompassed  by  your  project? 

7.  If  you  know,  what  was  the  retrospective  school  entry  immunization  rate  for  two  year 
olds  for  your  area  when  you  began  this  project?   % 

[If  rate  is  provided,  skip  to  M;  otherwise  proceed  to  (a)  or  (b)  as  appropriate.] 

a)  if  you  don't  know  it  for  your  area,  do  you  know  it  for  the  state  or  other  sub-division? 

b)  if  you  don't  know  at  all,  is  there  someone  we  can  contact  to  find  out?  Who? 
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8.  Do  you  know  if  that  rate  has  changed  since  your  project  has  begun,  and  if  so, 
what  is  the  current  rate? 

9.  What  percent  of  providers  in  your  area  are  private?  What  percent  are  public 
providers? 

a)      Private  Providers  %  b)      Public  Providers  % 

c)      Don't  Know 

1 0.  Do  you  have  any  other  comments  regarding  the  goals  or  scope  of  your  project? 
Now  we  have  some  questions  about  the  purpose  and  operation  of  your  registry. 

11.  Purpose  of  the  Registry: 

11.  Is  the  registry  limited  to  immunization  records  alone? 

 ^YES   NO   [If  "YES",  skip  to  #11;  if  "NO",  asic  part  (a).] 

a)      If  not,  what  else  is  it  used  for? 

[e.g.,  lead  poisoning,  nutrition,  tuberculosis  tracking] 

12.  Is  the  immunization  registry  combined  with  a  computerized  system  of  medical 
records? 

 YES   NO 

1 3.  Have  you  expanded  or  do  you  plan  to  expand  the  uses  of  your  system? 
 ^YES   NO 

a)      If  "YES"  -  For  what  purpose?  [Why?  In  what  ways?] 

14.  Have  you  reduced  or  limited  or  do  you  plan  to  reduce  or  limit  the  uses  of  your 
system? 

 ^YES   NO 

a)      If  "YES"  -  For  what  purpose?  [Why?  In  what  ways?] 

1 5.  What  is  or  was  the  hardest  part  of  implementing  your  system? 

a)       Was  there  anything  which  you  expected  to  be  difficult  which  was  not? 

16.  Do  you  have  any  other  comments  regarding  the  purposes  of  your  registry. 
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Now  we  have  some  questions  about  the  legal  authority  under  ¥fhich  you  operate 
and  the  issue  of  parental  consent 

III.    Authority  and  Consent: 

17.     Is  your  system  an  automatic-mandatory  one  or  a  voluntary  consent-based 
registry? 

 a)  automatic-mandatory   b)  voluntary-consent  based 

[If  response  is  (a)  "mandatory' ,  ask  (c)  &  (d);  otherwise  skip  to  ^18.] 

c)      Are  there  any  exceptions  from  mandatory  registration  (i.e.  religious)? 
 ^YES   NO 


i)  If  "YES",  what  are  they? 

ii)  When  may  a  parent  seek  an  exception  to  mandatory  enrollment? 

d)  If  mandatory,  are  there  any  penalties  for  non-participation  or  refusal  to 
register? 

YES   NO 


1 8.  Does  the  program's  authority  come  from  an  existing  statute  or  from  a  specific 
statute  enacted  for  the  purposes  of  operating  this  registry? 

 a)  existing  statute   b)  specifically  enacted  or  proposed  statute 

 c)  no  statute 

[If  response  is  (a)  or(b),  answer  #19;  if  response  is(c),  skip  to  #20.] 

19.  Would  you  send  us  a  copy  of  the  enabling  legislation  under  which  you  operate? 

 ^YES   NO 


[If  no  copy  can  be  sent,  obtain  citation/reference,  if  respondent  knows  it] 

20.  Is  this  existing  or  proposed  authority  currently  facing  opposition  and/or  political 
or  legal  challenge? 

 ^YES   NO     [If  "YES"  answer  (a)  &  (b);  if  "NO",  skip  to  21,] 

a)  which  social  groups  or  constituencies  are  supporters? 

b)  which  social  groups  or  constituencies  are  opponents? 
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21.  Is  consent  obtained  for  enrollment  or  any  other  purpose  (like  release  of  data)? 
 ^YES   NO 

c 

[If  "YES-,  answer  (a)'(d)  and  *22;  if  "NO"  skip  to  25.] 

a)  What  do  you  parents  consent  to? 

b)  When  do  you  seek  consent  for  enrollment  in  the  registry? 

[At  birth?  I^ter?]  ^ 

c)  is  a  single  consent  form  obtained  covering  all  children  in  a  family? 
 ^YES   NO 

d)  Does  each  provider  require  a  separate  consent  to  release  information  to 
the  registry? 

 ^YES   NO  ^ 

22.  Would  you  provide  us  with  a  copy  of  the  consent  form  and  any  written  policy 
relating  to  consent? 

 ^YES   NO  f 

23.  Can  consent  be  withdrawn  after  it  is  given? 
 ^YES   NO 

a)      If  "YES",  under  what  circumstances?  ^ 

24.  What  percentage  of  parents  sign  consent  forms?   % 

a)  Are  you  satisfied  with  the  level  of  consentual  enrollment? 

 ^YES   NO  ^ 

b)  What  are  the  principal  barriers  to  securing  consent? 

25.  What  problems  are  encountered  when  seeking  participation  - 

a)  from  non-english  speaking  parents?  C 

b)  from  non-literate  English-speaking  parents? 

26.  What  measures  have  you  taken  to  overcome  language  and  literacy  barriers? 

a)      Into  which  languages,  if  any,  are  materials  and  forms  translated?  f 

i)  none    v)  Portuguese   

ii)  Spanish    vi)  Laotian   

ill)      Chinese    vii)Thai   

iv)     Vietnamese    viii) Khmer   

ix)  other   (specify  )  t 

x)  other   (specify  ) 
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27.  In  the  cases  of  non-english  speaking  parents,  are  you  confident  that 
participation  is  fully  informed? 

 ^YES   NO 

28.  Do  you  have  any  other  comments  regarding  authority  and  consent  issues? 
Now  we  have  a  few  questions  about  data  collection  and  confidentiality. 

IV.  Data  Collection  &  Maintaining  Record  Confidentiality: 

29.  What  form  of  identifier  is  used  and  how  is  it  constructed  or  assigned? 

a)      Is  this  an  identifier  unique  to  your  system? 
 ^YES   NO 

b)      Would  you  provide  us  with  a  copy  of  your  data  entry  form  which 
enumerates  the  data  you  enter  into  your  system? 
 ^YES   NO     [If  "YES",  skip  to  30;  if  "NO"  ask  (c).J 

c)      If  "NO",  what  data  do  you  collect? 

30.  Which  providers  have  access? 

 a)  private  doctors 

 b)  public  clinics 

 c)  private  clinics 

 d)  public  hospitals 

 e)  private  hospitals 

 f)  others  (specify)  Note:  WIC  or  other  govt,  agencies  may  also  serve  as 

provider  sites. 


g)  none  of  the  above 


31 .     Which  benefit  payors  have  access? 

 a)  insurance  companies 

 b)  health  trust  funds 

 c)  Medicaid 

 d)  Medicare 

 e)  employers 

 ^0  others  (spedfy)  

 g)  none  of  the  above 
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32.     Do  other  parties  or  government  agencies  have  access,  and  if  so,  for  what 
purpose? 

Agency  Purpose  (other  than  as  provider  or  payor) 

 a)  Welfare  Department   

 b)  WIC   

 c)  Social  Services   

 d)  I.N.S.   


_e)  Prosecutor/Courts   

_f)  Parents  in  divorce/custody  actions. 
_g)  Others  (specify)  


33.  Of  those  who  have  access  to  data,  is  access  available  to  all  data  or  is  some  data 
restricted  from  access  by  some  users? 

a)   ^All  data  is  available  to  all  users.  [If  "(a)",  skip  to  34,] 

b)   Some  users  have  only  restricted  access.  [If  "(b)",  proceed  to  (c).] 

c)  Identify  which  data  is  restricted  to  which  users. 

User  Access  Restricted  To  Which  Data 


34.  Please  identify  any  other  measures  you  employ  to  ensure  confidentiality,  for 
example,  do  you 

a)  use  password  or  other  technological  measures? 
 ^YES   NO 

b)  any  other  measures?  (specify)   none 

35.  Do  you  have  any  other  comments  regarding  confidentiality? 

Now  we  have  a  few  questions  about  participation  of  community  members, 
V.  STAKEHOLDER  PARTICIPATION: 

36.  Do  you  involve  the  target  population  (e.g.,  parents  and  community)  in  planning, 
decision-making,  implementation,  or  project  evaluation  activities? 

 ^YES   NO 

a)      If  'YES",  how?       [In  what  capacity?  To  what  extent?] 

(i.e.,  consulted  prior  to  decision  or  during  dedsion 
process:  participating  in  decision-making;  review  of 
decisions  already  made;  executing  or  implementing 
decisions;evaluating  effectiveness) 
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37.  Overall,  what  have  you  learned  about  reaching  your  project's  goals  for 
registering  target  populations?  Specifically  - 

a)  Achieving  cooperation  from  providers? 

b)  Achieving  cooperation  from  parents? 

c)  Protecting  privacy  and  confidentiality? 

38.  What  have  you  found  to  be  the  principal  barriers  to  achieving  your  goals  (e.g., 
lack  of  resources,  lack  of  cooperation,  political  opposition,  technological  problems)? 

39.  Do  you  have  any  other  comments  you  would  like  to  add? 


Thank  you  very  much  for  your  participation  in  this  survey.  Again,  if  you  have  any 
questions,  please  do  not  hesitate  to  contact  either  Donna  Lazorick  of  the  Mass. 
Department  of  Public  Health  at  617/522-3700  or  Phyllis  Freeman  at  University  of 
Massachusetts  at  Boston  at  617/287-7372. 


Fax  the  information  to: 

Phyllis  Freeman 
Fax#:  (617)  287-7099 
Office  #:  (617)  287-7372 

Mail  Information  to: 

Phyllis  Freeman 
do  The  Law  Center 
Wheatley  Hall- 04-1 28A 
University  of  Massachusetts  at  Boston 
Harbor  Campus 
Boston.  Ma  02125-3393 
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Thank  you  very  much  for  your  participation  in  this  survey.  Again,  if  you  have  any 
questions,  please  do  not  hesitate  to  contact  either  Donna  L^zoricl<  of  the  Mass. 
Department  of  Public  Health  at  617/522-3700  or  Phyllis  Freeman  at  University  of 
Massachusetts  at  Boston  at  617/287-7372. 


As  soon  as  a  draft  of  your  responses  is  completed  we  will  fax  it  to  you  for  your  review 
and  approval  or  correction.  After  you  have  had  a  chance  to  review  the  draft,  I  will  make 
any  changes  you  require,  and  note  any  responses  you  do  not  want  to  share  with  others. 
When  all  interviews  are  completed,  the  survey  responses  will  t>e  compiled  into  a 
summary  which  will  t>e  mailed  to  you. 

Fax  the  information  to: 

Phyllis  Freeman 
Fax#:  (617)  287-7099 
Office*:  (617)  IBl-lZll 

l\/!ail  Information  to: 

Phyllis  Freeman 
do  The  Law  Center 
Wheatley  Hail  -  04-1 28A 
University  of  Massachusetts  at  Boston 
Harbor  Campus 
Boston,  Ma  02125-3393 
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[Interviewer  check  these  off  as  you  go  through  the  instrument  and  review  them 
with  respondent  at  conclusion  of  interview.] 

Let's  review  the  documents  you  said  you  would  l)e  willing  to  provide  us: 

 Statement  of  Goals/Objectives 

 Enabling  Legislation 

 Consent  Form 

 Consent  Policy  and/or  Waivers/Exceptions 

 Confidentiality  Policy 

 Data  Entry  Form 

 Waiver  Form 


i 


f 


i 


i 


r 


Sample  Birth  Certificate 


I 


f 


1.  RECORD  NUMBER 

572581 


1A.  CERTIFICATE  NUMBER 
(DPH  USE  ONLY) 


2.  FACILITY  NUMBER 


STATE 


22A.  SOCIAL  SECURTTY  CARD 
□  YES 


INITIALS 

22B  RESIDEm-  COPY 


□  YES 


WmALS 


S  3C.  COUNTY 

CD 
U. 

3     S  3B.  CITY/TOWN 


ujqr  Uinmmnnmraiiii  ni  itiasfiact|itBcns 

DEPARTMENT  OF  PUBLIC  HEALTH 
REGISTRY  OF  VITAL  RECORDS  AND  STATISTICS 
STANDARD  CERTIFICATE  OF  LIVE  BIRTH 


3A.  FACILITY  NAME-IF  NOT  IN  FACILITY,  NUMBER  AND  STREET 


3D.  CITY/TOWN  MAKING  RETURN 


3E.  REGISTERED  NUMBER 


NAME 


4A.  FIRST 


48.  MIDDLE 


4C.  LAST 


5.  SEX 


6A.  PLURALITY 
(Specify  Single.  Twin,  etc ) 


68.  BIRTH  ORDER  (l(  not  single. 
Soecity  Oder  First.  Second,  etc.) 


9A.  SKjNATURE  (I  Certify  ttiat  ttie  Child  was  Bom  Alive  at  Date  and  Time  and 
Place  Stated.) 


7.  TIME 


M 


8.  DATE  OF  BIRTH  (Month.  Day.  Year) 


9B.  TYPE  OR  PRINT  NAME 


9D.  NO.  &  STREET 


9E.  CITY/TOWN 


9F.  STATE 


9G.  ZIP  CODE 


_L 


91.  TYPE 

□  AT-8IRTH  □  POST-NATAL  □  CERTIFIER  ONLY 


9C.  UCENSE  NUMBER 


9H.  DATE  SIGNED  (Month.  Day.  Year) 


9J.  TITLE 

□  MD/DO  □  CNM  □  OTH.  RN  □  MIDWIFE  □  OTHER 


NAME         10A.  FIRST 


10B  MIDDLE 


ICX^.LAST 


1(X).  MAIDEN  SURNAME 


BIRTHPLACE       1 1A  CfTY/TOWN 


lIBSWE/COUNTTrt' 


12.  DATE  OF  BIRTH  (Month.  Day.  Year) 


RESIDENCE    13A.  NUMBER  AND  STFEET 
(Do  not  use 
malng  address) 


138.  CITY/TOWN 


IXCOUNTTY 


130.  STATE 


13E.  ZIP  CODE 


I 


NAME         14A.  FIRST 


14a  MIDDLE 


14CLAST 


BIRTHPLACE       15A  CnY/TOWN 


158.  STATE/COUNTF!Y 


17A.  I  (WE)  CERTIFY  THAT  THE  PERSONAL  INFORMATION  APPEARING  ABCVE  IS  TRUE  AND  CORRECT 


17C  DATE  SIGNED  (Mcmh.  Day.  Year) 


16.  DATE  OF  BIRTH  (Month.  Day.  Year) 


17B  RELATIONSHIP  TO  CHILD 


17D  MAILING  ADDRESS 
(If  different  from 
item  #l3aboue) 


NUMBER  AND  STREET 


cnY 


STATE 


ZIP  CODE 


18.  DATE  OF  RECORD  (Month.  Day.  Year) 


19.  SUPPLEMENT  FILED  (Month.  Day.  Year) 


21.  CLERK/REGISTRAR  DPH  USE  ONLY 


mm  A  LEmhL  u 


20.  CI£RK/REG1STT?AR 


CONnOENTIAL  INFORMATION  -  CHAPTER  111  SECTION  24B  AS  AMENDED 


23A.  OCCUPATION  PAST  YEAR 

238.  INDUSTRY  PAST  YEAR 

24A.  RACE 

n  White  n  Black  CH  Asian  CH  Amer.  Indian 
D  Other  (SpecHy) 

248.  ANCESTRY 

25.  EDUCATION 
A.  Elem /Sec.  (0-12) 

8  College  (0-4.5+) 

26A.  OCCUPATION  PAST  YEAR 

268.  INDUSTRY  PAST  YEAR 

27A.  RACE 

n  White  CD  Black  D  Asian  D  Amer.  Indian 
□  Other  (Specify) 

278.  ANCESTRY 

28.  EDUCATION 
A.  Elem./Sec.  (0-12) 

8  College  (0-4.5+) 

29.  PRIOR  LIVE  BIRTHS  A  NOW  LMNG         B.  BORN  LIVE-NOW  DEAD      C.  DATE  OF  LAST  LIVE  BIRTH 

I  P_,  I     (Month.  Day.  Year) 

U  NONE     I     #  U  NONE 

ai^.MUNIHUI-  PHL(i.  PHbNAlAL — 
CARE  BEGAN  (First.  Second,  etc.) 


GEST 


iili.  lUlALNUMybH 
PRENATAL  VISITS 


30.  TERMINATIONS   DATE  LAST  TERMINATION 
I       (Month.  Day.  Year) 

#  □  NONE  I 


(Month.  Day.  Year) 


WEEKS 


□ 


M.  WblGHl  GAINtU 
DURING  PREG 


NONE 


LBS. 


35A.  TYPE  OF  PRACTTTIONER  PROVIDING  PRENATAL  CARE: 

□  MD/DO  □  PA  □  NP  □  CNM  □  OTHER  RN 

□  MIDWIFE  □  OTHER  (Specify) 


35B.  SITE  OF  PRENATAL  CARE: 

□  PRIVATE  □  HOSP  CUNIC  □  HMO  □  CHC 
Other  (Specify) 


35C.  PRENATAL  CARE  METHOD  OF  PAYMENT 

□  BLUE  CROSS  □  COMM  INS.  □  HMO  □  MEDICAID  □  MEDICARE  □  HEALTHY  START 

□  OTHER  G0V7  □  WORK  COMP  □  SELF-PAY  □  FREE  CARE  □  OTHER  (Spec ) 


36C.  MEDICAL  RISK  FACTORS  (Separate  by  commas-Include  up  to  8  ilems) 


36A  ALCOHOL 


368.  TOBACCO 


37.  METHOD  OF  DEUVERY; 

^               _  VAGINAL  AFTER     _  PRIMARY  REPEAT 

□  VAGINAL  □  PRIOR  C-SECTION  □  C-SECTION  □  C-SECTION  □  FORCEPS  □  VACUUM 

M  (^UMHLK^Ai  lUNb  UH  LAbUH  (beparate  by  coinmas-inciude  up  to  lU  iiems) 
AND  DELIVERY 

39.  OBSTETRIC  PROCEDURES  (Separate  by  commas-Include  up  to  10  items)                             40.  bIW  i  HWi 

LBS 

OZ.            OR  GRAMS 

41  A^J(JAHs^;uHb  iu-m 

A  1  Minute             B  5  Minute 

42  DELIVERY  PAYMENT:  [J  ^^J^  CROSS  U  COMM  U  HMO  U  MEDICAID  U  MEDICARE  U  HEALTHY  ST 
□  OTHER  GOVT  □  WORK  COMP  □  SELF-PAY  □  FREE  CARE  □  OTHER  (Spec ) 

43.  MARRIED' 
□  YES  □  NO 

44  UUNbtNl  lAL  AN<JIVIALltb  (IncloOP  up  to  5  Horns: 

45  ABNORMAL  CONDITIONS  OF  NEWBORN  (Include  up  to  5  Hems) 

46  CHILD  IS 

D  LIVING  n  DEAD 

47  BREASTFEEDING' 
□  YES  □  NO 

48  MUlHbH  IHANShbHHbL)  WiOH  lUUbLIVbHV'-' 
n  NO  D  YES  FROM 

49.  INFANT  TRANSFERRED' 
□  NO  □  YES  TO: 

50a  MO  i  Hb  H  S  bUCIAL  StCUHl  1 Y  NUMBEH; 

bUD.  (-AI  HtK  b  bUOlAL  btCUKII  Y  NUMbbH 

Detach  and  Return  to  Department  oi  Public 

Health  —  Kegistry  oi  Vital  Kecords  and  btatistics. 

150  Tremont  Street,  Room  B-3.  Boston,  MA  021 1 1 


i 


f 


New  York  City  Health  Code 

Notice  of  Adoption  of  new  provisions:  1-5 
New  Provisions:  6-12 


DEPARTMENT  OF  HEALTH 
BOARD  OF  HEALTH 

Notice  of  Adoption  of  Section  11.04  And 
Subsection   (d)   of  Section  11,07  of  The  City  Health  Code 

IN  COMPLIANCE  WITH  SECTION  1043(b)   OF  THE  NEW  YORK  CITY 
Charter,  notice  of  intention  to  adopt  Section  11.04  and  subsection 
(d)   of  Section  11.07  of  the  New  York  City  Health  Code  and  notice  of 
public  hearing  was  published  in  The  City  Record  on  February  9, 
1994.     A  public  hearing  was  held  on  March  16,  1994.     After  a  review 
of  the  transcript  and  written  comments,  the  Board  of  Health  at  its 
meeting  held  on  April  26,   1994  adopted  the  following  resolution: 

STATEMENT  OF  BASIS  AND  PURPOSE 

The  proposed  amendments  to  Article  11  will  accomplish  the 
following: 

1.  Authorize  the  Department  of  Health  to  create  and  maintain  an 
immunization  registry; 

2 .  Require  persons  authorized  by  law  to  administer  an 
immunization  and  persons  in  charge  of  hospitals,  clinics  and  other 
institutions  where  immunizations  are  administered  to  report  to  the 
Department  all  immunizations  administered  to  any  child  age  seven  and 
under,  and  allow  reporting  of  immunizations  administered  to  any 
child  age  eight  through  nineteen,  with  consent,  in  accordance  with 
the  following: 

a.  Effective  September  1,   1994,  require  those  providers 
determined  by  the  Commissioner  to  be  serving  populations  most 
vulnerable  to  vaccine-preventable  disease  to  report;  and 

b.  No  later  than  January  1,  1997,  require  all  providers  to 
report ; 

3.  Specify  those  persons  who  may  have  access  to- information 
contained  in  the  registry  and  the  appropriate  use  of  such 
information;  and 

4.  Specify  provisions  to  protect  the  confidentiality  of 
information  contained  in  the  registry  and  to  limit  the  redisclosure 
of  such  information. 

1 .         Section  11.04  Immunization  Registry 

Section  11.04  would  authorize  the  Department  to  create  an 
immunization  registry  requiring  reporting  of  immunizations  to  the 
Department  from  providers.     Specifically,  proposed  Section  11.04 
would  mandate  persons  authorized  by  law  to  administer  an 
immunization,  and  persons  in  charge  of  hospitals,  clinics  and  other 
institutions  where  immunizations  are  administered,  to  report  all 
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iiiununizations  administered  to  any  child  age  seven  and  under  together 
with  identifying  information  within  14  days  of  such  immunization. 
The  proposal  would  also  allow  providers  to  report  to  the  Department, 
with  consent,   immunizations  of  children  age  8  through  19.     Reports  4 
received  by  the  Department  would  be  maintained  in  a  centralized  and 
computerized  registry.     The  records  and  data  contained  in  the 
registry  would  be  subject  to  the  confidentiality  and  redisclosure 
provisions  set  forth  in  the  new  subsection  11.07(d). 

Immunizations  are  among  the  most  beneficial  and  cost-effective  1 
public  health  measures  known.     Immunizations  have  prevented  millions 
of  illnesses  and  tens  of  thousands  of  deaths  in  New  York  State  since 
the  beginning  of  this  century.     However,  recent  epidemics  of 
vaccine-preventable  diseases  signal  a  continuing  need  for  vigilance 
and  improvements  to  the  current  system  for  delivering  immunizations 
to  children. 

New  York  City  is  facing  a  crisis  in  the  failure  to  immunize 
pre-school-age  children  with  the  recommended  vaccines.  Department 
studies  show  that  although  90  percent  of  children  are  completely 
immunized  by  the  time  they  reach  school-age,  only  34  to  38  percent 
are  fully  immunized  by  age  two.     This  consistently  low  level  of  C] 
completed  immunization  is  representative  of  rates  among  pre-school 
children  in  all  five  boroughs.     New  York  State  Public  Health  laws 
that  require  immunization  for  school  attendance  ensure  that 
school-age  children  are  immunized.     There  is  no  comparable  mechanism 
to  ensure  proper  immunization  of  pre-school  age  children  and 
therefore,  the  proposed  amendment  requires  reports  for  pre-school  c 
age  children. 

These  low  immunization  levels  led  to  an  epidemic  of  measles  in 
1990-1991  in  New  York  City  and  surrounding  counties  with  over  4,000 
reported  cases  and  23  deaths.     More  than  half  of  the  measles  cases 
occurred  in  the  pre-school-age  population  and  most  of  these  f 
pre-schoolers  were  unvaccinated.     The  vast  majority  of  children 
affected  in  New  York  City  were  unimmunized  Hispanic  and  black 
pre-school  children  living  in  the  Bronx,  Brooklyn,  and  Manhattan. 
The  outbreak  brought  with  it  considerable  morbidity:     more  than 
one-third  of  the  affected  pre-school  children  were  hospitalized  and 
13%  were  diagnosed  with  pneumonia.  i 

Inadequate  immunization  levels  in  New  York  City  result  from 
several  factors,   including:     1.     a  lack  of  primary  health  care 
capacity  to  provide  immunizations  and  other  preventive  services; 
2.     administrative  and  practice  barriers  within  the  medical  care 
system,   including  partial  immunization  by  multiple  providers  and  ( 
diversity  of  immunization  regord  keeping;     3.     the  unavailability 
and  particularly  the  cost  of  vaccines  to  certain  segments  of  the 
population,  especially  the  uninsured  and  under- insured;     4.     a  lack 
of  parental  understanding  of  the  importance  of  immunizations  and/or 
a  lack  of  parental  demand  for  immunizations.      (Report  of  Ad  Hoc 
Immunization  Committee  of  the  New  York  State  Public  Health  Council,  a 
March  1993) .  ' 
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The  lack  of  central  record-keeping  creates  a  barrier  to 
immunization  for  the  large  numbers  of  children  who  receive 
immunizations  from  different  providers  and  do  not  have  a  personal, 
up-to-date  immunization  record.     Children  may  be  immunized  in 
several  different  settings,  which  may  include  public  clinics, 
community  health  centers,  pediatric  outpatient  departments  of 
hospitals,  and  pediatricians  in  private  practice.     Many  children 
receive  immunizations  from  more  than  one  of  these  sources.  Hence, 
records  of  a  child's  immunization  history  may  exist  in  several 
different  places  but  not  be  complete  in  any  one  place. 

Parents  are  given  a  card  on  which  to  record  their  child's 
immunizations  at  the  time  of  birth,  but  they  often  fail  to  bring  it 
to  health  care  visits  or  the  card  is  lost.     Many  providers  are 
reluctant  to  immunize  without  seeing  the  child's  immunization 
record.     Consequently,  opportunities  to  bring  the  child  up-to-date 
on  immunizations  are  frequently  lost  because  the  child's  record  is 
not  readily  or  immediately  available.     The  immunization  registry 
would  enable  physicians  and  other  persons  authorized  by  law  to 
administer  an  immunization  to  readily  determine  the  immunization 
status  of  a  child  at  the  visit  and  make  the  most  of  opportunities  to 
immunize. 

The  registry  will  not  only  be  a  repository  of  immunization 
information  available  to  persons  authorized  by  law  to  administer  an 
immunization,  and  other  authorized  persons,  but  will  enable  the 
Department  to  monitor  immunization  rates  as  a  vital  public  health 
indicator.     The  registry  would  enable  the  Department  to  increase 
age-appropriate  immunization  rates  among  pre-school  children;  reduce 
the  rates  of  illness,  death  and  disability  from  vaccine  preventable 
diseases;  improve  the  effectiveness  of  its  community  based  outreach 
programs;  and  allow  identification  and  enrollment  of  underserved 
children  with  health  care  providers. 

Public  health  experts  at  the  federal,  state  and  local  levels 
are  advocating  for  the  establishment  of  immunization  tracking  and 
follow-up  systems.     In  the  forefront  of  this  movement  nationally  are 
the  National  Vaccine  Advisory  Committee,  the  Centers  for  Disease 
Control  and  Prevention,  and  the  American  Academy  of  Pediatrics.  In 
its  March  1993  report  titled  "Immunization  of  Pre-School  Children", 
the  Ad  Hoc  Immunization  Committee  of  the  New  York  State  Public 
Health  Council  cited  the  development  of  an  immunization  registry  in 
New  York  City  and  New  York  State  as  one  of  its  recommendations  for 
addressing  the  immunization  crisis  in  New  York. 

The  immunization  registry  is  envisioned  as  a  centralized 
database  containing  the  immunization  histories  for  all  children  age 
seven  and  under  and  those  age  eight  through  nineteen  with  consent. 
It  is  intended  that  the  registry  be  populated  with  information  from 
the  New  York  City  Department  of  Health  vital  records  database  which 
registers  all  births  in  New  York  City  (specific  data  elements  needed 
would  be  taken  from  the  Certificate  of  Birth,  but  not  the 
Confidential  Medical  Report) .     It  is  anticipated  that  information 
from  other  databases  may  be  available  to  identify  children  not  born 
in  New  York  City. 


The  lack  of  central  record-keeping  creates  a  barrier  to 
immunization  for  the  large  numbers  of  children  who  receive 
immunizations  from  different  providers  and  do  not  have  a  personal, 
up-to-date  immunization  record.     Children  may  be  immunized  in 
several  different  settings,  which  may  include  public  clinics, 
community  health  centers,  pediatric  outpatient  departments  of 
hospitals,  and  pediatricians  in  private  practice.     Many  children 
receive  immunizations  from  more  than  one  of  these  sources.  Hence, 
records  of  a  child's  immunization  history  may  exist  in  several 
different  places  but  not  be  complete  in  any  one  place. 

Parents  are  given  a  card  on  which  to  record  their  child's 
immunizations  at  the  time  of  birth,  but  they  often  fail  to  bring  it 
to  health  care  visits  or  the  card  is  lost.     Many  providers  are 
reluctant  to  immunize  without  seeing  the  child's  immunization 
record.     Consequently,  opportunities  to  bring  the  child  up-to-date 
on  immunizations  are  frequently  lost  because  the  child's  record  is 
not  readily  or  immediately  available.     The  immunization  registry 
would  enable  physicians  and  other  persons  authorized  by  law  to 
administer  an  immunization  to  readily  determine  the  immunization 
status  of  a  child  at  the  visit  and  make  the  most  of  opportunities  to 
immunize. 

The  registry  will  not  only  be  a  repository  of  immunization 
information  available  to  persons  authorized  by  law  to  administer  an 
immunization,  and  other  authorized  persons,  but  will  enable  the 
Department  to  monitor  immunization  rates  as  a  vital  public  health 
indicator.     The  registry  would  enable  the  Department  to  increase 
age-appropriate  immunization  rates  among  pre-school  children;  reduce 
the  rates  of  illness,  death  and  disability  from  vaccine  preventable 
diseases;  improve  the  effectiveness  of  its  community  based  outreach 
programs;  and  allow  identification  and  enrollment  of  underserved 
children  with  health  care  providers. 

Public  health  experts  at  the  federal,  state  and  local  levels 
are  advocating  for  the  establishment  of  immunization  tracking  and 
follow-up  systems.     In  the  forefront  of  this  movement  nationally  are 
the  National  Vaccine  Advisory  Committee,  the  Centers  for  Disease 
Control  and  Prevention,  and  the  American  Academy  of  Pediatrics.  In 
its  March  1993  report  titled  "Immunization  of  Pre-School  Children", 
the  Ad  Hoc  Immunization  Committee  of  the  New  York  State  Public 
Health  Council  cited  the  development  of  an  immunization  registry  in 
New  York  City  and  New  York  State  as  one  of  its  recommendations  for 
addressing  the  immunization  crisis  in  New  York. 

The  immunization  registry  is  envisioned  as  a  centralized 
database  containing  the  immunization  histories  for  all  children  age 
seven  and  under  and  those  age  eight  through  nineteen  with  consent. 
It  is  intended  that  the  registry  be  populated  with  information  from 
the  New  York  City  Department  of  Health  vital  records  database  which 
registers  all  births  in  New  York  City  (specific  data  elements  needed 
would  be  taken  from  the  Certificate  of  Birth,  but  not  the 
Confidential  Medical  Report) .     It  is  anticipated  that  information 
from  other  databases  may  be  available  to  identify  children  not  born 
in  New  York  City. 
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The  proposal  would  authorize  information  to  be  reported  to  the 
Department  in  a  variety  of  ways,   for  example,  via  computer  and 
telephone  modem,  as  well  as  with  more  conventional  means,  such  as 
mailed  paper  reports.     Records  would  be  assembled  and  communicated 
in  a  manner  that  will  be  readily  accessible  to  authorized  providers, 
parents,  and  public  health  officials. 

The  creation  of  the  immunization  registry  using  vital  records 
is  an  authorized  use  by  the  Department  of  its  own  Vital  Records  data 
base,   and  the  creation  of  a  new  data  base  that  draws  from  the  Vital 
Records  data  base  for  a  public  health  purpose,   i.e.,   to  preserve  and 
monitor  the  health  of  the  community,  is  a  lawful  use  of  Vital 
Records.     The  introductory  Notes  to  Title  V  of  the  Health  Code 
(Vital  Statistics)   are  informative  and  persuasive: 

The  analysis  of  mortality  and  morbidity  statistics  is  an 
important  tool  of  modern  public  health  administration.  The 
study  of  reports  of  births,   fetal  deaths  and  deaths  under  this 
title,  and  of  reports  of  disease  under  Title  II  of  this  Code, 
supply  continuous  information  to  measure  the  state  of  health 
of  the  people  of  the  City  of  New  York,  to  measure  the 
effectiveness  of  the  Department  of  Health  and  to  indicate  the 
need  for  existing  or  new  public  health  programs. 

However,  it  does  not  necessarily  follow  that  the  creation  of  a 
new  data  base  carries  with  it  the  authority  to  disclose  information 
derived  from  the  Vital  Records  data  base.     For  example.  Section 
17-169  of  the  Administrative  Code  implies  that  information  other 
than  name,  sex,  date  of  birth,  and  place  of  birth,  and  if  requested 
by  the  person,  or  a  parent  or  legal  representative  of  the  person, 
the  names  of  the  parents  listed  on  the  original  certificate  of 
birth,  may  not  disclosed.     Therefore,  while  all  of  the  identifying 
data  may  be  used  to  make  a  "match,"  for  example,  to  identify  a  child 
of  immunizable  age  and  to  determine  immunization  status,  the 
Administrative  Code  limits  the  identifying  information  that  may  be 
disclosed  to  others  from  the  birth  records,  and  therefore,  from  the 
data  migrated  to  an  immunization  registry.    An  inquiry  to  the 
immunization  registry  would  necessarily  be  accompanied  by  sufficient 
identifying  information  from  a  provider  to  enable  the  Department  to 
retrieve  and  disclose  only  immunization  status. 

The  confidentiality  of  the  information  in  the  immunization 
registry  (including  data  from  vital  records)  will  be  strictly 
safeguarded  by  security  measures  in  the  design  of  the  computer 
system.     First,  only  providers  with  authorized  codes  will  be  able  to 
obtain  data  electronically  or  in  writing.     Second,  the  only  data 
that  would  be  accessible  by  providers  are  the  immunization  history 
along  with  the  child's  name,  sex,  data  of  birth,  place  of  birth,  and 
other  identifying  information  entered  by  the  provider.     No  other 
identifiers  will  be  displayed,  unless  the  provider  already  has 
access  to  and  provides  them  to  the  registry  or  "enters"  them. 
Furthermore,  providers  will  not  be  able  to  "browse"  through  the 
database;  instead  they  must  supply  sufficient  identifiers  to  yield 
an  individual  match.     Third,  the  system  will  have  an  audit  trail 
through  a  log  that  will  be  maintained  of  all  inquiries  and 


transactions.     Finally,  parents  or  guardians,  and  the  child  to  whom 
such  information  relates  in  accordance  with  applicable  law,  will  be 
able  to  obtain  the  immunization  record  only  by  applying  in  writing 
or  in  person. 

Therefore,  the  Department's  use  of  vital  records  data  to 
"match"  information  given  to  it  by  a  physician  or  other  health 
practitioner  to  identify  a  child,  and  to  return  the  same  information 
that  was  given  to  it  with  the  immunization  information  appended 
would  comply  with  Administrative  Code  Section  17-169  and  would 
preserve  the  integrity  of  the  Vital  Records  system. 

The  procedures  for  gaining  access  to  immunization  information 
will  be  consistent  with  existing  laws  and  policies  regarding  the 
sharing  of  medical  information.     Confidentiality  will  also  be 
protected  by  law  and  will  be  governed  by  Section  11.07(d). 

The  immunization  registry  will  ultimately  contain  immunization 
histories  for  all  children  age  seven  and  under,   and  those  eight 
through  nineteen  with  consent,   in  New  York  City  including  those 
cared  for  by  public  and  private  providers  alike.     This  broad  base  is 
needed  to  ensure  the  necessary  level  of  support,  to  obtain  a 
meaningful  epidemiologic  database,  and  to  facilitate  the  tracking 
and  follow-up  of  individual  children.    Hence,  all  providers  of 
immunizations  will  be  required  to  report  to  the  registry  eventually. 

The  proposal  to  add  Section  11.04  to  the  Health  Code, 
contemplates  that  the  requirement  to  report  immunizations  to  the 
Department  will  be  phased  in  over  a  two-year  period  commencing 
September,  1994  predicated  on  public  health  considerations.  The 
providers  that  will  report  during  the  phase-in  period  will  be 
designated  by  the  Commissioner  when  deemed  to  be  essential  to 
protect  the  public  health  based  upon  community  prevalence  of 
vaccine-preventable  disease,  community  immunization  levels  of 
children  entering  schools,  and  other  epidemiological  information. 

In  order  to  capture  information  concerning  populations  most 
vulnerable  to  disease,  the  providers  that  will  report  during  the 
initial  phase-in  will  be  those  serving  the  largest  proportion  of 
under- immunized  children  within  those  communities  deemed  most  at 
risk  for  disease  outbreak,   such  as.  New  York  City  Department  of 
Health  Clinics,  New  York  City  Health  and  Hospitals  Corporation 
facilities,  and  New  York  City  physicians  with  substantial  Medicaid 
case-loads. 

Other  providers  that  serve  a  smaller  proportion  of  children 
within  such  high-risk  areas,  such  as.  Voluntary  Hospitals,  Community 
Health  Centers,  and  Managed  Care  Plans  will  be  phased-in  thereafter. 

Upon  such  date  designated  by  the  Commissioner,  but  no  later 
than  January  1,   1997,  reporting  will  become  mandatory  for  all 
remaining  New  York  City  providers. 

The  phase-in  will  allow  the  Department  necessary  lead  time  to 
develop  a  workable  reporting  system,  test  the  efficiency  of  the 
system,  minimize  the  burden  on  reporting  institutions  and  individual 
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providers  and  educate  health  care  providers  in  the  reporting 
mechanisms  as  well  as  the  use  of  the  registry. 

2 .     Section  11.07  Confidentiality  Provisions 

Section  11.07(d)  would  make  the  information  contained  in  the 
immunization  registry  confidential  and  subject  to  inspection  only  by 
authorized  employees  of  the  City,  agencies  concerned  with  the 
immunization  of  children  authorized  by  the  Department,  parents,  the 
child  to  whom  such  information  pertains  where  applicable  in 
accordance  with  law,  and  health  care  providers  concerned  with  the 
immunization  of  the  child,  and  by  subpoena  pursuant  to  the  Civil 
Practice  Law  and  Rules,    (C.P.L.R.)   Section  2307.     Persons  to  whom 
immunization  information  is  disclosed  are  subject  to  redisclosure 
restrictions  to  assure  that  information  is  disclosed  only  in  the 
best  interests  of  the  child  to  whom  such  information  relates  or  to 
protect  the  public  health. 

The  .standards  of  confidentiality  set  forth  in  Section  11.07(d) 
are  consistent  with  the  degree  of  confidentiality  provided  other 
records  and  reports  received  and  maintained  by  the  Department.  In 
addition.  Section  11.07(d)  would  operate  to  protect  the  vital 
records  information  contained  in  the  registry. 

STATUTORY  AUTHORITY 

These  amendments  to  the  New  York  City  Health  Code  are 
promulgated  pursuant  to  Sections  558(b)  and  (c)  of  the  New  York  City 
Charter  empowering  the  Board  of  Health  to  promulgate  the  Health 
Code,  and  Charter  Section  1043  granting  rulemaking  powers  to  the 
Department  of  Health.     Charter  Section  556(f)  authorizes  the 
Department  to  supervise  the  reporting  and  control  of  communicable 
and  chronic  diseases  and  conditions  hazardous  to  health. 


RESOLVED,  that  Article  11  of  the  New  York  City  Health  Code  as 
last  amended  by  resolution  adopted  on  the  sixteenth  day  of  November, 
nineteen  hundred  and  ninety-three  and  effective  on  the  third  day  of 
January,  nineteen  hundred  and  ninety-four,  be  and  the  same  hereby  is 
amended  by  adding  thereto  a  new  Section  11.04,  to  be  printed 
together  with  explanatory  notes,  to  read  as  follows: 


11.04  Immunization  Registry. 


(a)      f 1^     All  immunizations  administered  to  any  child  age 


r 
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seven  and  under  shall  be  reported  to  the  Department:. 

within  14  days  of  such  immunization,  by  any  person 

authorized  bv  law  to  administer  an  immunization,  or 

a  person  in  charge  of  a  hospital,  clinic  or  other 

institution  where  such  immunization  is  ^ 

administered.     Upon  application  of  a  provider,  the 

Department  in  its  discretion  and  when  deemed 

necessary  may  extend  the  period  of  time  within  which  ^ 

a  provider  shall  report  immunizations.     Any  person 

required  to  report  pursuant  to  this  section  shall 

also  report  to  the  Department  any  occurrences  or 

matters  which  are  reportable  to  the  Secretary  of 

Health  and  Human  Services  pursuant  to  the  Vaccine 
Adverse  Event  Reporting  System  established  by  42 
U.S.C.  Section  300aa-25(b)  or  any  successor  statute  ^ 
and  any  rules  adopted  pursuant  thereto.  The 
reporting  of  such  occurrences  or  matters  to  the 
Department  shall  be  made  at  the  same  time  as  made  to 
the  Secretary  of  Health  and  Human  Services. 

(2)  Reports  shall  contain  the  name,  address,  and  any  ^ 
other  information  required  by  the  Department  for  the 
proper  identification  of  the  child,  demographic  and 
epidemiologic  information,  and  the  immunization 
record,   including  past  immunizations  administered  to 
the  child,   in  the  possession  of  the  person  required 

to  report  pursuant  to  this  section.     Reports  ^ 
required  pursuant  to  this  section  shall  be  made  in  a 
manner  and  form  prescribed  by  the  Department  which 
may  require  reports  to  be  made  in  writing  on 
prescribed  forms,   or  by  electronic  or  computer  media. 

(3)  Reports  of  an  immunization  administered  to  any  child  ^ 
age  eight  through  nineteen  may  be  submitted  to  the 
Department  provided  that  the  person  administering 

the  immunization  or  the  person  in  charge  of  the 
hospital,  clinic  or  other  institution  where  the 
immunization  is  administered,  has  obtained  the 
written  consent  to  report  such  immunization  from  the 
custodial  parent  or  guardian  of  the  child  or  other 
person  in  parental  or  custodial  relation  to  the 
child,  or.  as  may  be  reguired  by  applicable  law, 
from  the  person  to  whom  such  immunization 


information  relates. 


(h)     All  records  of  childhood  immunization  created  or  received 
by  the  Department  shall  be  maintained  in  an  immunization  registry 
and  shall  be  subject  to  the  limitations  of  Section  11.07fd)   of  this 
Code. 

(c)     Compliance  with  the  provisions  of  this  section  shall  be 
required  and  enforced  in  accordance  with  the  following: 

(1)     On  and  after  September  1.   1994.  compliance  with 
subsection  (a)   of  this  section  shall  be  required  bv  those 
persons  authorized  by  law  to  administer  an  immunization 
and  by  persons  in  charge  of  hospitals,   clinics  or  other 
institutions  where  immmunizations  are  administered  upon 
designation  bv  the  Commissioner,     when,  based  upon 
community  prevalence  of  vaccine-preventable  disease, 
communitv  immunization  levels  of  children  entering 
schools,   and  other  epidemiological  information,  the 

Commissioner  deems  reporting  to  be  essential  to  protect 

the  public  health;  and 


(2)     On  and  after  Januarv  1.   1997.  compliance  with 
subsection  (a)   of  this  section  shall  be  required  by  all 
remaining  persons  authorized  bv  law  to  administer  an 
immunization  and  persons  in  charge  of  hospitals,  clinics 
and  other  institutions  where  immunizations  are 
administered,  provided  however,  that  the  Commissioner 
mav.   in  his  or  her  discretion,  designate  bv  rule  an 
earlier  date  for  universal  compliance. 


NOTES:     This  section  is  new.     It  was  added  on  April  26,   1994  to 
require  reporting  of  all  immunizations  of  children  age  seven  and 
under,  and  allow  reporting  with  consent  for  children  age  eight 
through  nineteen,  to  create  and  maintain  an  immunization  registry. 
The  creation  of  an  immunization  registry  pursuant  to  subsection  (b) 
from  reports  required  in  subsection  (a)  was  enacted  to  address  the 
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crisis  of  inadequate  immunization  levels  of  children  in  New  York 
City.     The  registry  will  serve  as  a  centralized  record  keeping 
system,  containing  the  immunization  histories  of  all  children  age 
seven  and  under  and  those  age  eight  through  nineteen  with  consent. 
The  registry  will  enable  physicians  and  other  persons  authorized  by 

i 

law  to  administer  an  immunization,  to  readily  determine  the 
immunization  status  of  a  child  that  is  before  him/her  and  thereby 
provide  an  opportunity  to  bring  the  child  up-to-date  on 
immunizations.     The  registry  will  provide  an  epidemiological 
database -essential  for  the  Department  to  undertake  such  public 
health  measures  as  may  be  necessary  to  reduce  the  rates  of  illness, 
death  and  disability  from  vaccine-preventable  diseases,  to  monitor 
and  respond  to  declines  in  immunization  rates,  to  increase 
age-appropriate  immunization  rates  among  pre-school  children,  and  to 
target  services  and  assess  effects  of  interventions  on  immunization 
levels. 

Subsection  (c)  provides  for  a  phase-in  of  reporting  required 
by  subsection  (a)  .     The  Commissioner  is  authorized  to  designate 
persons  and  entities  required  to  report,  predicated  upon 
epidemiological  information  and  public  health  considerations,  until 
January  1,   1997,  when  all  persons  and  entities  administering 
immunizations  to  children  age  seven  (7)  and  under  will  be  required 
to  report.     The  Commissioner  is  authorized  to  establish  universal 
reporting,  by  rule,  earlier  than  January  1,  1997  where  such  is 
deemed  necessary.     The  phase-in  will  afford  necessary  lead  time  for 
the  Department  to  develop  an  immunization  registry  and  educate 
health  care  providers  in  the  reporting  mechanisms  as  well  as  the  use 
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of  the  registry,  with  total  City-wide  compliance  to  be  effected  no 
later  than  January  1,  1997. 

RESOLVED  FURTHER,  that  the  Schedule  of  Section  Headings  of 
Article  11  of  said  Code  as  last  amended  by  resolution  adopted  on  the 
sixteenth  day  of  November,  nineteen  hundred  and  ninety- three  and 
effective  on  the  third  day  of  January,  nineteen  hundred  and 
ninety-four,  be  and  the  same  hereby  is  amended  by  adding  thereto  a 
new  Section,  to  be  known  as  Section  11.04  to  be  inserted  therein 
between  Section  11.03  and  Section  11.05,  to  be  printed  together  with 
introductory  notes,  to  read  as  follows: 

Section  11.04     Immunization  Registry. 

Introductory  Notes:     Section  11.04  is  new.     It  was  added  on  April 
26,  1994  to  reflect  the  addition  of  Section  11.04  to  Article  11. 

RESOLVED  FURTHER,  that  Section  11.07  of  said  Code,  as  last 
amended  by  resolution  adopted  on  the  sixteenth  day  of  November, 
nineteen  hundred  and  ninety-three,  effective  on  the  third  day  of 
January,  nineteen  hundred  and  ninety-four,  be  and  the  same  hereby  is 
amended  by  adding  thereto  a  new  subsection  (d)  to  be  printed 
together  with  explanatory  notes,  to  read  as  follows: 

(d) (1)  Information  contained  in  an  immunization  registry 
created  pursuant  to  Section  11.04  of  this  Code  shall  be  confidential 
and  not  subject  to  inspection  by  persons  other  than  authorized 
personnel  of  the  Department  or  the  Corporation  Counsel  of  the  City 
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and  persons  or  agencies  authorized  herein.     The  Depairtment  may 
disclose  the  immunizations  administered  to  a  child  and  the  date  of 
such  administration  and  may  permit  access  to  such  information  by  a 
person,  authorized  bv  law  to  administer  an  immunization,  who  is 
immunizing  or  treating  such  child  or  other  person  or  agency 
concerned  with  the  immunization  of  children  authorized  by  the 
Department  when   (i)   such  person  or  agency  provides  sufficient 
identifying  information  satisfactory  to  the  Department  to  identify 
such  child  and   fii)   such  disclosure  is  in  the  best  interests  of  such 
child  and  his  or  her  family,  or  will  contribute  to  the  protection  of 
the  public  health.     Notwithstanding  the  foregoing,  the  person  to 
whom  any  immunization  record  relates,   or  his  or  her  custodial 
parent,  guardian,   or  other  person  in  parental  or  custodial  relation 
to  such  person,  may,  by  signing  a  written  consent,  authorize  the 
Commissioner  to  disclose  such  record.     Such  record  shall  be  subject 
to  subpoena  pursuant  to  Section  2307  of  the  Civil  Practice  Law  and 
Rules,  where  applicable. 

fdW2)  A  person,   institution  or  agency  to  whom  such 
immunization  registry  information  is  furnished  or  to  whom  access  to 
records  or  information  has  been  given,  shall  not  divulge  any  part 
thereof  so  as  to  disclose  the  identity  of  the  person  to  whom  such 
information  or  record  relates,  except  insofar  as  such  disclosure  is 
necessary  for  the  protection  of  the  health  of  others. 

NOTES:     Subsection  (d)   is  new.     It  was  added  on  April  26,   1994  to 
protect  the  confidentiality  of  the  records  contained  in  the 
immunization  registry,  to  specify  persons  allowed  access  to 


information  contained  in  the  registry,  to  specify  the  appropriate 
use  of  such  information,  and  to  limit  redisclosure  of  information. 
Persons  to  whom  information  is  divulged  are  prohibited  from 
disclosing  the  identity  of  the  person  to  whom  such  record  relates 
except  when  necessary  to  protect  the  public  health. 

Resolved  further,  this  amendment  will  take  effect  thirty  days 
after  final  publication  in  The  City  Record  in  accordance  with 
Section  1043(e)  of  the  New  York  City  Charter. 

A  TRUE  COPY. 
PATRICIA  J.  CARUSO 
SECRETARY 
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North  Carolina  Immunization 

Law 


New  statutory  provisions:  1-7 


North  Carolina  Immunization  Rules:  8-10 


NORTH  CAROLINA  IMMUNIZATION  LAW 
(As  amended  by  the  1993  General  Assembly) 
GENERAL  STATUTES  OF  NORTH  CAROLINA 
Chapter  130A,  Aitide  6,  Fart  B 


G^130A-152.  LwBoxzatiM  reqnred.-<a)  Every  child  present 
in  this  State  shall  be  immunized  against  diphtheria,  tetanus, 
whooping  cough,  poliomyelitis,  red  measles  (rubeola)  and  rubella. 
In  addition,  erery  child  present  in  this  State  shall  be  immuniMH 
against  any  other  disease  upon  a  determination  by  the 
Commission  that  the  immunization  is  in  the  interest  of  the  pubfic 
heahh.  Every  parent,  guardian,  person  in  loco  parestii  and 
person  or  agency,  whether  gOTemmcntal  or  prirate,  with  legal 
custody  of  a  child  shall  have  the  responsibility  to  ensure  that  the 
child  has  receired  the  required  immunization  at  the  age  required 
by  the  Commission.  If  a  child  has  not  received  the  required 
immunizations  by  the  specified  age,  the  responsible  person  shall 
obtain  the  required  immunization  for  the  child  as  soon  as  possible 
after  the  lack  of  the  required  immunization  is  determined. 

(b)  A  child  who  has  been  immunized  for  measles  prior  to 
attaining  12  months  of  age  shall  be  required  to  obtain  a  seoood 
measles  immunization  after  the  child  has  attained  12  months  of 
age  in  order  to  satisfy  the  requirement  of  subsection  (a). 

(c)  The  Commission  shall  adopt  and  the  Department  shall 
enforce  rules  concerning  the  implementation  of  the  immunization 
program.  The  rules  shall  provide  for: 

(1)  The  child's  age  at  administration  of  each  vnedne; 

(2)  The  number  of  doses  of  each  vaodne; 

0)  Exemptions  from  the  immunizatioa  requirements  vrhcre 
medical  practice  suggests  that  immunization  would  not  be  in  the 
best  hcakh  iatcrcm  of  a  specific  category  of  childrcB; 

(4)  The  procedures  and  practicei  for  administering  the 
vaccine;  and 

(5)  Redistribution  of  vaccines  provided  to  local  health 
depariuieuts. 

(d)  The  Commiuion  fior  Heakh  Setiites  shall,  parsuant  to 
GS.  130A.152  and  GS,  130A^,  adopt  mki  t*«Kiwi.«^ 
reasonable  fees  for  the  adminirtratkm  of  vnednei  and  rales 
Smiting  the  requirements  that  can  be  placed  on  children,  their 
parents,  guardians,  or  custodians  as  a  condition  for  receiTiag 
vaccines  provided  by  the  State.  These  rules  shall  become  effective 
January  1, 1994. 

(d)  Only  vaccine  preparations  which  meet  the  standards  of 
the  United  States  Food  and  Drug  Administration  or  its  sncceuor 
in  Br^nsing  vaccines  and  are  approved  for  use  by  the  Commission 
may  be  used. 

(e)  When  the  Commission  requires  immunization  *f*"»**  a 
disease  not  Bsted  in  paragraph  (a)  of  this  section,  or  requires  an 
additaoaal  doae  of  a  vacdae,  the  Coomissioa  is  authorized  to 
aaapt  from  the  new  requireBcnt  ehildrea  who  areori^  have 
been  earoled  in  school  ^-12)  on  or  before  the  effective  date  of 
the  new  reqi' 
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administer  the  required  immunizations  at  no  cost  to  the  patienL 
The  Department  shall  provide  the  vaccines  for  use  by  the  local 
health  departments.  A  local  health  department  may  redistribute 
these  vaccines  only  in  accordance  with  the  rules  of  the 
Commission. 

(b)  Local  health  departments  shall  file  monthly  immunizatioo 
reports  with  the  Dqiartment.  The  report  shall  be  filed  on  forms 
prepared  by  the  Department  and  shall  state  each  patient's  age 
and  the  number  of  doses  of  each  type  of  vaccine  administered. 

(c)  Immunization  certificates  and  information  concerning 
hnmnnizations  contained  in  medical  or  other  records  shall,  upon 
request,  be  shared  with  the  Department,  local  health 
departments,  and  the  patient's  attending  physician.  In  addition, 
an  insurance  institution,  agent,  or  insurance  support 
organization,  as  those  terms  are  defined  in  G.S.  58-39-15,  may 
share  immunization  information  with  the  Department.  The 
Commission  may,  for  the  purpose  of  assisting  the  Department  in 
enforcing  this  Part,  provide  by  rule  that  other  persons  may  have 
aocen  to  immunizatioa  jaformatioa,  in  whoie  or  in  part. 

(d)  A  physician  or  local  health  department  may  immnnizr  a 
minor  with  the  consent  of  a  parent,  guardian,  or  person  standing 
in  loco  parentis  to  the  minor.  A  physician  or  local  health 
department  may  alM  mmunizf  a  minor  who  is  presented  for 
jmrnnniratioB  by  an  adult  who  signs  a  statement  that  he  or  she  is 
anthoriaed  by  a  parent,  guardian,  or  person  standing  in  loco 
parentis  to  the  minor  to  obtain  the  immunization  for  the  minor. 


I  af  Boaan.— <a)  The  requii-ed  auaaaization 
auy  be  obtained  from  a  physidaa  Brrased  to  practice  mr ift  iai 
or  from  a  local  health  department.  Local  health  departments  shall 


CL&  13IA454.  CatiGcateanmmaBatiaa.-A  physician  or  local 
health  department  administering  a  required  vaccine  shall  give  a 

i  f  lift  mt»ti£minmtir»tinm  ft%  th»  p^rwi  whft  prwntiNi  th^  fhiM 

for  immnaization.  The  certificate  shall  state  the  name  of  the 
child,  the  name  of  Oe  child's  parent,  guardian,  or  person 
responsfltle  for  the  child  obtaining  the  required  immnniTation,  the 
address  af  the  cUd  and  the  parent,  guardian  or  responsible 
person,  the  date  of  birth  of  the  chOd,  the  sex  of  the  child,  the 
anmbcr  at  doses  of  the  vacdne  given,  the  date  the  doses  were 
given,  the  name  and  address  of  the  physician  or  local  beaUi 
department  administering  the  required  immnniTation  and  other 
relevant  information  required  by  the  Commission. 

tMA455.  Sahnsiaa  af  ecstSc^  to  daj^care  £K9fty  a^ 

shaO  attead  a  school  (K-12),  whether  pnbfic,  private  or  refigioos, 
or  a  daycare  fadfity  m  deflaed  m  G3.  lia-«6(3),  aalcss  a 
eerttficale  of  ■mnimiir.fwMi  that  the  child  has  received 

the  immaaiiatioas  reqaired  by  GS.  130A-152  is  presented  to  the 
school  or  facSty.  The  parent,  gaan&an,  or  responsibie  person 
mast  present  a  certificate  of  immanisatioa  oa  the  child's  first  day 
of  sltrndaarr  to  the  priadpal  of  the  school  or  operator  of  the 
fadEty,  as  defined  ia  U9-96(7).  If  a  ccrtincate  of 

nmnnizBtinB  is  not  presented  oa  the  first  day,  the  principal  or 
operator  shaB  present  a  notice  of  dcfidency  to  the  parent, 
guardian  or  responsible  person.  The  parent,  guardian  or 


responsible  person  shall  have  30  calendar  days  from  the  first  day 
of  attendance  to  obtain  the  required  immunization  for  the  child. 
If  the  administnition  of  Taccinc  in  a  Mraa  of  doMi  given  at 
medicaOj  approved  interrals  rcquirci  a  period  ia  occu  of  30 
calendar  days,  additional  days  upon  ccrtifkatioa  by  a  physiciaii 
'may  be  allowed  to  obtain  the  required  ioununization.  Upon 
tcrminatioa  of  30  calendar  days  or  the  cxtcBded  period,  the 
principal  or  operator  shall  not  permit  the  child  to  attend  the 
school  or  faciEty  unless  the  required  immunization  has 


(b)  The  school  or  daycare  facility  shall  maintain  on  file 
records  for  all  childrea  atfrndint  the  school  or 
lacifity  which  contain  the  information  required  for  a  ccrtilicate  of 
ammunizatioB  m  spedfied  in  G^.  130A-154.  These  ccrtifkates 
shall  be  open  to  inspection  by  the  Department  and  the  local  h  with 
department  during  normal  business  hours.  When  a  child  transfers 
Id  another  school  or  fKifity,  the  school  or  fadBty  which  the  child 
prcrionsly  attended  shall,  upon  request,  send  a  copy  of  the  child's 
hnmunixation  record  at  no  charfe  to  the  school  or  fadSty  to 
which  the  child  has  transferred. 

(e)  Within  60  calendar  days  after  the  eommcnccacBt  of  a 
new  school  year,  the  school  shnO  file  an  immunization  report  with 
^  DcpartmenL  The  day<are  fndEty  shafl  fik  an  immnnirrfon 
report  annually  with  the  Department.  The  reput  shaD  be  filed  on 
fi»rms  prepared  by  the  Department  and  shaB  state  the  number  of 
chadren  atten£nf  Oe  school  or  fndBty,  the  number  of  ehldra 
who  had  not  ohtiinwl  the  required  immnnirafion  within  30  days 
of  thdr  fint  attendance,  the  nnmbcror  children  who  received  a 
and  the  number  of  children  who  received  a 


pnbfic 
required  in 


(d)  Any  adult  who  attends  school  (K-12), 
shaD  obtain  the 
GS.  130A.152  and  shal  ptumt  tn  the  school  a 

this  section.  The  phyiieian  or  local 

a  required  vaodne  to  the  adult  shall 
five  a  certificate  of  immunization  to  the  person.  The  certificate 
shaB  state  the  person's  name,  nddrcm,  date  of  birth  and  so;  ^ 
number  of  doses  of  Iht  vnedne  fivcn;  the  date  the  doses  were 
given;  the  name  and  addresMS  of  Oe  physician  or  total  health 
department  adnunistering  the  required  musuniation;  and  ( 
relevant  information  required  by  the ' 

ITtft  ni  1  TnhMhn  af  e 

.-^)  Ejsept  as  otherwise  provided  in  this  subseetkn 
shaB  attend  a  eoDege  or  anivcfsity,  whether  pnbBe, 
private,  or  rcigions,  unless  a  certificate  of  immunization  or  a 
record  of  mimuniTatinn  from  a  high  school  tocated  in  North 
Carolina  indicating  that  the  person  has  received  imi 

requved  by  GS.  130b-152  ■  |  nliil  to  the 

nnivcrsity.  This  section  shafl  not  apply  to  edncatioaal 
Chapter  115D  of  the  General 
only  in  offcampen  eonrscs,  or 
;  a  CMne  tond  ef  few  creAt  honrt  or  kM  and 
campas.  Ike  penan  shal  pi'wt  a  ci  tiCtate  « 

a  qaaitcr  er  scMster  dnri^  which  the  atedait  wB 
canipns  ar  fint  rc^rten  fer  more  than  fenr  credit 
'of  the  eoBege  or  university.  Ifa 
is  not  in  the  posscmion  of  the 
on  the  date  of  the  first  registration,  the  eoSege  or  university  shal 


or  t» 


•ff 
af 


an  the 
lathe 
af 


present  a  notice  of  deficiency  to  the  person.  The  person  shall 
have  30  calendar  days  from  the  date  of  the  penon's  first 
registration  to  obtain  the  required  immunization.  If 
immunization  requires  a  scries  of  doses  and  the  period  necessary 
to  give  the  vaccine  at  standard  intcrvab  edends  beyond  the  date 
of  the  first  rc^stratioa  the  student  shaB  be  allowed  to  attend  the 
coOegeor  university  upon  written  ecrtffication  by  a  phyndan  that 
the  standard  series  is  hi  prbgrcH.  The  physician  shaB  state  the 
time  period  needed  to  eoHi^ete  the  scries.  I^wn  termination  of 
this  time  period,  the  coBege  «r  nnivcrsity  shaB  not  permit  the 
to  eontinne   in   attendance  unless  the  required 


(b)  The  eoDcge  or  university  shaB  maintain  on  file 
lunization  records  far  aB  persons  attending  the  school  which 
contun  the  information  required  for  a  certificate  of  immunization 
I  in  G.S.  130A-154.  These  certificates  shaB  be  open  to 
by  the  Department  and  the  tocal  health  department 
during  normal  business  honrs.  When  a  person  transfers  to 
-  eoBege  or  university,  the  college  or  university  vAich  the 
[previously  attended  shaB,  i^onrequert,  send  a  copy  of  the 
I's  immunization  reeord  at  no  chazgee  to  the  cnlfcgc  or 
university  In  which  the  person  has  traaafcrred. 

ie)  Within  M  calendar  days  after  the  cnucMemcnt  of  a  I 
school  year,  the  eoBege  or  university  shaB  fife  an 

with  the  Depnilmint  TW  report  shaB  be  fifed  en : 
by  the  Departmct  and  shaB  state  the  anate  of 
ttendi^  the  seheol  or  CsdBty,  the  number  of  pirswM 
who  had  net  obtained  the  required  immunifnrinn  within  30  days 
eftiwir  first  altmdanrr,  the  number  of  ptraens  who  received  a 
and  the  nnmber  of  perwas  who  received  a 


(d)  Tht  provisiow  ef  this  act  shaB  not  apply  lo 
enrolled  in  a  eoflege  or  nni»et«ity  on  or  before  the  effective  date 
of  this  section  unless  after  July  1,  the  person  transfers, 
intermpts  stady  for  a  period  of  six  months  or  more,  or  graduates. 


OS.  13IA45i.Hi  Ti  if  lii^raa  -The( 
Services  ShaB  adopt  by  rafe  a  ist  < 
jmrnuniratinas  reqairadby  G.S.  130A>1S2.  Ifa  ] 
to  practice  mfdiriat  ia  this  SMe  certifies  that  a  reqaired 

to  the  IB  mail  of  om  ef  the  eoatnuadfes!tioiK*EBled  hj  the 
the  person  is  net  reqaired  to  receive  the  specified 

TW  State 
to 

ocnqilioa  to  a 

reqaired 
adopted  by  the 


OS  ]3iA457. 

ef  aa  ndak  or  the 
^a  child  are 
I  this  Part,  the  aiail  or  the  chad  ShaB  be 
the  luinn  imiaii.  Upon  sabaiitoha  af  a 
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ARTICLE  17 

CHILDHOOD  VACCINE-RELATED  INJURY  COMPENSATION  PROGRAM 


130A-422.  Definitions. 

The  following  definitions  apply  throughout  this  Article,  unlets  the 
context  clearly  implies  otherwise: 

(1)  'Claimant*  means  any  person  who  files  a  claim  for 
compensation  for  a  vaccine-related  injury  pursuant  to  G.S. 

'  130A-42S(b).  In  the  case  of  a  minor  or  incompetent,  a  claim  may  be 

filed  by  a  guardian  ad  litem,  parent,  guardian,  or  other  legal 
representative;  and,  in  the  case  of  a  decedent,  the  claim  may  be  filed 
by  an  administrator,  executor,  or  other  legal  r^resentative. 

In  the  event  thtt  more  than  one  ■penon  claims  to  have  suffered 
compensable  injuries  as  the  result  of  the  administration  of  a  covered 

^  vaccine  to  a  single  individual,  all  these  persons  shall  be  treated  for 

purposes  of  this  Article  as  if  they  were  a  single  claimant.  A  single 
joint  claim  shall  be  filed  on  behalf  of  all  these  posons,  and  the 
limitations  on  awards  set  forth  in  G.S.  130A-427(b)  apply  to  that 
joint  claim  or  subsequent  joint  action  as  if  it  were  a  claim  filed  on 
behalf  of  a  single  individual. 

(2)  'Commission*  means  the  North  Carolina  Industrial 
I  Commission. 

t3)  'Covered  vaccine'  means  a  vaccine  administered  pursuant 
to  the  requirements  of  G.S.  130A-1S2. 

(4)  'Respondent*  means  the  person  or  entity  the  claimant 
ideittifies  in  the  claim  as  the  agent  of  causality  of  the  vaccine-related 
injury. 

(5)  'Vaccine-related  injury' ,  with  respect  to  persons  engaged  in 
''            the  msnufsctiire,  distribution,  or  sale,  or  administration  of  a  covered 

vaccine,  means  any  injury,  disability,  iUness,  death,  or  condition 
caused  by  the  vaccine.  'Vaccine-related  injury*  shall  not  mean  any 
injury,  disability,  illness,  death,  or  condition  catised  by  the  method 
of  injection  of  the  vaccine  into  the  body. 

^  130A-423.  North  Carolina  Childhood  Vaccine-Rdated  Injury 

Compensation  Program;  exclusive  remedy;  relationship  to  fedoal 
law;  subrogation. 

(a)  There  is  established  the  North  Carolina  Childhood 
Vaccine-Related  Injury  Conqiensation  Program. 

(b)  The  rights  and  remedies  granted  the  claimant,  the  claimant's 
^            parent,  guardian  ad  litem,  guardian,  or  personal  representative  shall 

exclude  all  other  rights  and  remedies  of  the  claimant,  his  parent, 
guardian  ad  litem,  guardian,  or  personal  representative  against  any 
respondent  at  common  law  or  otherwise  on  trorMint  of  such  injury, 
illness,  disability,  death,  or  condition.  If  such  an  action  is  fikd,  it 
shall  be  dismissed,  with  prejudice,  on  the  motion  of  any  party  imder 
^  law. 

(bl)  A  claimant  may  file  a  petition  pursuant  to  this  Article  only 
after  such  claimant  has  filed  an  election  pursuant  to  Section  2121  of 
the  Public  Ueaikb  Service  Act,  P.L.  99-660,  jimtitting  such  claimant 
to  file  a  civil  action  for  damages  for  a  vaccine-rBlated  injury  or  death 
or  if  such  claimant  is  otherwise  permitted  by  federal  law  to  file  an 
action  against  a  vaccine  manufacturer. 
I  (c)  Nothing  in  this  Article  prohibits  any  individual  firom  bringing 

a  civil  action  against  a  vaccine  manufacturer  for  damages  for  a 
vaccine-related  injury  or  death  if  the  action  is  not  barred  by  federal 
law  under  subtitk  2  of  Title  XXI  of  the  Public  Health  Service  Act. 


(d)  If  any  action  is  brou^  against  a  vaccine  manufacturer  as 
pomitted  by  subtitle  2  of  Titk  XXI  of  the  Public  Health  Service  Act 
and  subsection  (c)  of  this  section,  the-  plaintiff  in  the  action  may 
recover  damages  only  to  the  extent  permitted  by  subdivisions  (1) 
through  (3)  of  subsection  (a)  of  G.S.  130A-427.  The  aggregate 
amount  awarded  in  any  such  action  may  not  exceed  the  limitation 
established  by  subsection  (b)  of  G.S.  130A-427.  Regardless  of 
whether  such  an  action  is  brought  against  a  vaccine  manufacturer,  a 
claimant  who  has  filed  an  election  pursuant  to  Section  2121  of  the 
Public  Health  Service  Act,  as  enacted  into  federal  law  by  Public  Law 
99-660,  permitting  such  a  claimant  to  file  a  civil  action  for  damages 
for  a  vaccine-related  injury  or  death,  or  who  is  otherwise  permitted 
by  fedoal  law  to  file  an  action  against  a  vaccine  msniifartiirer,  may 
file  a  petition  pursuant  to  G.S.  130A-425  to  obtain  sovices  from  the 
Department  and  the  Department  of  Human  Resources  pursuant  to 
subdivision  (S)  of  subsection  (a)  of  G.S.  130A-427  and,  if  no  action 
has  been  brought  against  a  vaccine  manu&cturer,  to  obtain  other 
rdief  available  pursoaot  to  G.S.  130A-427. 

(e)  In  Older  to  prevent  recovery  of  duplicate  damages,  or  the 
imposition  of  duplicate  HabiliQr,  in  the  event  that  an  individual  sedcs 
an  award  pursuant  to  G.S.  130A-427  and  also  files  suit  against  the 
manu&cturer  as  r*-^^"^  by  subtitle  2  of  Title  XXI  of  the  Public 
Health  Service  Act  and  subsection  (c)  of  this  section,  the  following 
provisions  shall  apply: 

(1)  If,  at  the  time  an  award  is  made  pursuant  to  G.S.  130A-427, 
an  individual  has  already  recovered  damages  from  a  manu&cturer 
pursuant  to  a  judgment  or  settlement,  the  award  shall  consist  only  of 
a  commitment  to  provide  services  pursuant  to  subdivision  (5)  of 
subsecticMi  (a)  of  G.S.  130A-427. 

(2)  If,  at  any  time  after  an  award  is  made  to  a  claimant  pursuant 
to  G.S.  130A-427.  an  individual  recovm  damages  for  the  same 
vaccine-rdated  injury  from  a  manufuturer  pursuant  to  a  judgment  or 
settlement,  the  individual  who  recoven  Ae  damages  shall  reimburse 
the  State  for  all  amounts  previously  recovered  from  the  State  in  the 
prior  proceeding.  Before  a  defendant  in  any  action  for  a 
vaccine-related  injury  pay*  any  amount  to  a  plaintiff  to  discharge  a 
judgment  or  settlement,  he  shall  request  from  the  Secretary  and  the 
Secretary  of  Human  Resources  a  statement  itemizing  any 
reimbursement  owed  by  the  plaintiff  pursuant  to  this  subdivision, 
and,  if  any  reimbursement  is  owed  by  the  plaintifif  to  either 
department,  the  defendant  shall  pay  the  rnmbursable  amounts,  o 
determined  by  each  Secretary,  directly  to  the  department  to  whidi 
such  reimbursement  is  owed.  This  payment  shall  discharge  the 
plaintifTs  obligatioos  to  the  State  under  this  subdivision  and  any 
obligation  the  defendant  may  have  to  the  plaintiff  with  respect  to 
these  amounts. 

(3)  If: 

a.  An  award  has  been  made  to  a  ^-^i^mwit  for  an  element  of 
damages  pursuaA  to  G.S.  130A-427;  and 

b.  An  individual  has  recovued  for  the  same  element  of 
damages  pursuant  to  a  judgment  in,  or  srttlffmmt  of,  an  action  for 
the  same  vaocine-rdated  injury  brought  against  a  manufacturer,  and 
that  amount  has  not  been  remitted  to  the  State  pursuant  to  subdivision 
(2)  of  this  subsection;  and 

c.  The  State  seeks  to  recover  the  amounts  it  paid  in  an  action 
it  brings  against  the  manufecturer  pursuant  to  G.S.  130A-430; 
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any  judgment  obtoined  by  tbe  State  under  G.S.  130A-430  ihaU  be 
reduced  by  tbe  amount  neoesiaiy  to  prevent  the  doobk  leuoveiy  of 
any  element  of  damages  from  tbe  manu&cturer.  Notbing  in  tfaii 
lubdivuion  linuts  tbe  State's  rigfac  to  obtain  reimbuzsement  from  a 
claimant  under  subdivision  (2)  of  this  subsectioo  with  reflect  to  any 
double  payment  that  migfat  be  received  by  the  "t**^** 

(f)  Subrogation  claims  pursued  imder  the  Nataooal  Childhood 
Vaccine  Injury  Act  of  1986  shall  be  Sled  with  the  appropxiate  court, 
not  widi  the  Industrial  Commission. 

Editor's  Note.  •  Session  Lews  1987,  e.  215,  s.  9  made  the 
amendment  by  s.  2  of  the  act,  which  added  subsection  (f),  e£EMtive 
i^»n  ratification  (May  19,  1987).  Section  9  further  provided  that  tbe 
amendment  by  a.  1  of  the  act,  which  ammdrri  the  '^^^tirr  and 
added  subsections  (c),  (d)  and  (e),  would  become  effective  only  on 
and  after  the  effective  date  of  subcjtie  2  of  lltle  XXI  of  die  Public 
Health  Service  Act,  as  enacted  into  federal  law  pursuant  to  Htle  m 
of  Public  Law  99-660,  and  only  if  this  federal  law  on  its  efiEective 
date  contained  language  foibidding  a  state  from  establishing  or 
enforcing  a  law  jnohibiting  an  individual  from  bringing  a  civil  action 
against  a  vaccine  manu&cturer  for  damages  for  a  vaccine-related 
injury  or  death  if  this  action  is  not  barred  by  federal  law. 

Section  300aa-22(e)  of  Htle  42  of  the  United  States  Code,  effective 
October  1,  1988,  appears  to  contain  such  language. 

Effect  of  Amendmenu.  -  Tbe  1991  ainawlfnait,  effective  June  26, 
1991,  and  ^iplicable  to  claims  filed  with  the  Industrial  Commission 
on  or  afker  that  date,  added  subsection  (bl). 

130A-424.  Industrial  Commission  authorized  to  hear  and  detomine 
claims;  damages. 

Tbe  North  Carolina  Industrial  Commission  is  authorized  to  hear 
and  pass  upoa  all  claims  filed  pursuant  to  this  Article.  Tbe  aetabcn 
of  tbe  Commission,  or  a  deputy  thereof,  have  power  to  issue 
subpoenas,  administrr  oaths,  conduct  hearings,  take  evidence,  enter 
Olden,  opinions,  settlements,  and  awards,  and  punish  for  oontempt. 

out  the  purpose  and  intent  of  this  Article,  and  this  deputy  or  deputies 
are  vested  with  the  same  powo-  and  authority  to  bear  and  determine 
claims  filed  pursuant  to  this  Article  as  is  by  this  Article  vested  in  the 
members  of  the  Commission. 

130A-425.  Hiing  of  claims. 

(a)  Notwithstanding  any  other  provision  of  Stste  law,  no  action 
for  compensation  for  a  vaccine-related  injury  may  be  filed  against 
any  person  unkss  that  person  was  named  as  a  re^x>adent  in  a  claim 
filed  pursuant  to  this  section  and  unless  the  claim  was  filed  within  the 
Mpp&»b]c  time  period  set  forth  in  G.S.  130A-429. 

(b)  biallclaimsfiledpurBuanttothis  Aztiele,  tbeclaimaitforthe 
person  in  whose  behalf  the  claim  is  made  shall  file  with  the 
Commission  a  verified  petition  in  di^Iicate,  setting  forth  the 
following  infsrinatiDn: 

(1)  Tbe  name  and  address  of  the  claimant; 

(2)  Tbe  name  and  address  of  each  respondent; 

(3)  The  amount  of  compensation  in  moitey  and  services  sou^ 
to  be  reeovered; 

(4)  Tbe  time  and  fdace  where  tbe  injury  occurred; 

(5)  A  brief  statement  of  tbe  frets  sikI  circumstances  surrounding 


the  injury  and  giving  rise  to  the  claim;  and 

(6)  Supporting  docnmatfation  and  a  stairmrnt  of  d»e  daim  that 
the  claimant  or  the  person  in  whose  behalf  the  dam  is  made  suffered  ^ 
a  vaccine-related  injury  and  has  not  previooaiy  collected  an  award  or 
srttlfmmt  of  a  civil  action  for  damagea  for  this  injury.  Hus 
siqiporting  documealBtkm  shall  indnde  all  awailaUe  mrdiral  records 

if  the  injured  person  was  under  two  yrais  of  age  at  the  time  of 
injury,  aD  pgr  natal,  obtfetneal,  aod  peifiaCnc  records  of  care  ^ 
preceding  the  iignty,  and  an  idendfieatioa  of  any  onavailabfe  records 
known  to  the  daimanf  or  the  person  in  wfaoae  behalf  the  claim  is 
made. 

(7)  DonmwWMioa  to  show  that  the  claimant  has  filed  an  election 
punuant  to  Sectkm  2121  of  Oe  Pubfic  Healtt  Service  Act,  P.L. 
99-660,  permitting  such  daimaaC  to  file  a  civ3  action  for  damages  for 

a  vaocine^eiated  iiqnry  or  death  or  doeumenlBtion  to  show  that  such^ 
claimaat  is  ocherwiae  prrmiltfri  by  federal  law  to  file  an  action 
against  a  vaccine  manafectnicr. 

(c)  Upon  XBoeqit  of  tfab  verified  fwliliiiii  in  duplicate,  the 
Commission  shall  enter  the  case  vpoa  its  hraiing  dodcec  and  shall 
determine  the  matter  in  the  county  where  the  aqory  occurred  unless 
the  paitiBs  agree  or  the  Ccmimisaion  <firBeli  tfatt  the  ease  nuiy  be 
heard  in  some  other  ooonly.  All  potaea  shall  be  given  reasonable* 
notice  of  the  date  wiien  and  the  jriace  where  the  daim  win  be  heard. 
ImmediatBiy  t^K»  receipt  of  the  ckmn,  the  Commission  shall  serve 
a  copy  of  the  verified  jirtitiou  on  each  napondent  by  rrgistfred  or 
certified  maiL  Hie  Commisaion  shall  also  send  a  copy  of  the  verified 
petition  to  the  Secretary,  who  shall  be  a  paiqr  to  all  protcrdings 
involving  the  daim,  and  Id  the  Attomrf  General  who  shall  represent^ 
the  State's  ioterest  in  all  the  piofrrdinga  invidving  the  claim. 

(d)  The  Commission  shall  adopt  raks  nnrrisaiy  to  govern  the 
p«~'**'^'"g«  required  by  this  Article.  Hic  Rnlea  of  Civil  ftocedure 
as  contained  in  G^.  lA-1  et  seq.  and  the  Genenl  Ruka  of  Practice 
for  the  Si^iecior  and  District  Courts  aa  awdiorizrd  by  G.S.  7A-34 
»ppiy  to  claims  filed  with  the  Tr'*'^"*^^  OwnmiMion  under 
Article.  The  Conmisskm  ahaU  keep  a  leeord  of  aD  proceedings^ 
conducted  under  this  Aitade,  and  has  the  zi^  to  si4>poena  any 
persons  and  records  it  eonsidets  neoeasary  in  making  ks 
determinations.  The  Commission  may  lequiie  all  persons  called  as 
witneaaca  to  testi^  under  oath  or  a  ffirmatinn,  and  any  member  of  the 
Commission  may  ailministrr  oaths.  If  any  persons  r^ae  to  conqriy 
with  any  subpoena  issaed  pursuant  to  tfaia  Artideorto  testify  with 
respect  to  any  matter  relevant  to  pirK  cniings  conducted  under  this 
Aitiek,  tfie  Superior  Court  of  Wske  ConoQr,  oo  api^ication  of  the 
Ccmmission,  may  issue  an  order  requiring  the  person  to  con^ly  with 
the  subpoena  and  to  testify.  Any  frifaoe  to  obqr  any  such  order  msy 
be  punished  by  the  court  as  for  contrmpt 

Effect  of  Amendments.  -  The  1991  ammdmenr.  effective  June  26,f 
1991.  and  apj^icaUeto  daims  fikd  with  the  Industrial  Commission 
on  or  after  that  date,  added  subdiviaiaa  (b)(7). 

130A-426.  Determination  of  claims. 

(a)  Th^  rr— «k«ii  A^mmmm^  —  Hi^  tiMM  of tfie  evidence  ^ 

preaented  to  it,  the  fiAiwing  iasues:  ^ 

(1)  Whedier  any  iquziea  aOeged  in  tbe  daim  are  vacdoe-related 

injuriea;  and 

(2)  How  much  compensation,  if  any,  is  awardable  pursuant  to 
G.S.  130A-427. 
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(b)  If  the  ConuniMion  detennine*  punuaat  to  subaectioa  (a)  of 
this  aection  that  the  injuiie*  alleged  id  the  claim  are  not 
vaccioe-rdated  injuria,  it  shall  reader  a  decision  denying  any 
compensation.  If  the  Commission  decides  that  any  of  the  injuries  arc 
vaccine-related  injuries  it  shall  make  an  award  pursuant  to  guideSnrs 
it  establishes  specifically  adopted  to  relate  to  vaodDe-relatedinjuriBS. 

130A-427.  Commission  awards  for  vaccine-related  injuries;  duties  of 
Secretary. 

(a)  Upon  determining  that  a  claimant  has  sustained  a 
vaccine-rdated  injury,  the  Commission  shall  make  an  award 
providing  ooaqwnsatiMi  or  services  for  any  or  all  of  the  following: 

(1)  Actual  and  projected  reasonable  expenses  of  medical  care, 
developmental  evaluation,  ^)ecial  education,  vocational  training, 
physical,  emotional  or  behavioral  tfaerq>y,  and  residential  and 
custodial  care  and  service  expenses,  that  cannot  be  provided  by  the 
Departmem  and  the  Department  of  Human  Resources  pursuant  to 
subdivision  (S)  of  this  subsection; 

(2)  Loss  of  earnings  and  projected  earnings,  determined  in 
accordance  with  generally  accepted  actuarial  princq)ks; 

(3)  Noneconomic,  general  damages  arising  from  pain,  sufEEiing, 
and  fmntinnal  distress; 

(4)  Reasonable  attorneys  fees; 

(5)  Needs  that  the  Secretary  and  the  Secretary  of  Human 
Resources  detennines  on  a  eaae-by-case  basis  shall  be  met  by 
medical,  health,  developmental  evaluation,  fecial  education, 
vocational  training,  physical,  emotional,  or  behavioral  tbenpy, 
reaidential  and  HifTfxIial  care,  and  other  ^Tfinl  and  necessary 
services,  to  be  provided  the  injured  party  by  the  programs  and 
services  administered  by  the  Depaitmeat  and  the  Department  of 
Human  Reaouroes.  The  Secretary  and  the  Secretary  of  Human 
Resources  shall  develop  an  itmiiTrH  list  of  the  service  needs  of  ibc 
injured  party  t^n  review  and  evaluation  of  the  injured  paiQr's 
mrriiral  record  and  shall  present  it  to  die  Cmnmiaaion  prior  to  the 
Commission's  determination.  In  the  event  that  the  Commission's 
award  includes  the  provision  of  any  of  these  services,  the  Secretary 
and  the  Secretary  of  Human  Resources  shaD  devek^  a 
comprehensive,  coordinated  plan  for  the  delivery  of  these  services  to 
the  injured  party.  Notwithstanding  any  other  provision  of  State  law, 
the  Secretary  and  the  Secretary  of  Human  Resources  shall  waive  aU 
elig&ility  criteria  in  determining  eligibility  for  services  provided  by 
the  Department  and  the  Department  of  Human  Resources  under  the 
plan  of  care  developed  pursuant  to  this  subdivision.  If  the  award 
includes  any  such  services,  these  sovices  shall  be  provided  by  the 
Department  and  the  Dqiaitmeat  of  Human  Resources  free  of  any  cost 
to  the  injured  party. 

(b)  The  money  compensation  con^nent  of  the  award  may  not 
be  made  punuaat  to  this  section  in  excess  of  an  aggr^ate  amount  of 
the  present  day  value  amount  of  three  hundred  thouaand  dollars 
($300,000)  with  reflect  to  all  injuries  claimed  to  have  resulted  from 
the  adminiitratioo  of  a  covered  vaccine  to  a  single  individual.  The 
value  of  an  services  to  be  provided  by  the  Dqwitmeot  and  ttie 
Dcpartmeoi  of  Human  Resources,  as  part  of  this  award  is  in  addition 
to  the  total  amount  of  money  compmsarifw,  and  is  not  included  in 
the  limitstion  prescribed  by  this  subsection  on  the  amount  of  money 
compensation  that  may  be  awarded.  No  damages  may  be  awarded 
puisuam  to  subdivision  (aX3)  on  behalf  of  any  person  to  whom  the 
covered  vaccine  was  not  administered. 


130A-428.  Notice  of  determination  of  claim;  9ppcai  to  full 
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(a)  Dedsions  of  the  Commisaion  punnanrto  G.S.  13QA-427  shall 
be  final  and  binding  on  the  claimant  and  each  respondeat. 

(b)  Notwithstanding  subaectkio  (a),  upon  determinatkm  of  the 
daim,  the  Commisaion  shall  notify  aU  patties  ooocemed  in  writing 
of  its  decision  and  any  paity  shall  have  15  days  after  leixipt  of  such 
notioe  within  which  to  file  nodoe  of  appeal  with  the  Commission. 
This  appeal^  when  so  taken,  shall  be  heard  by  the  Commission, 
silting  as  a  foil  commissioD,  on  the  basis  of  the  record  in  the  matter 
and  vpou  oral  argunaeat  of  the  paxtiea,  and  the  foil  commission  may 
amend,  set  aside,  or  itifte  out  the  decision  of  die  hearing 
commissioner  and  may  issue  its  own  findings  of  foct  and  oooclusions 
of  law.  Upon  detenninatioa  of  the  claim  by  the  Commisaion,  sitting 
as  a  fon  oosomisaion,  the  Commiasion  shall  notify  all  parties 
concerned  in  wnling  of  its  deciaion. 

(c)  The  decision  of  the  Commission,  if  not  reviewed  in  due  time, 
or  an  award  of  the  C<MninissiMi,  shall  be  oonchiaive  and  binding  as 
to  an  questkms  of  foct;  but  any  party  to  the  proceedings  may,  within 
30  days  from  the  date  of  the  dedaion  or  award,  or  widm  30  dajrs 
aiker  rece^  of  notiee  to  be  sent  by  registBred  mail  or  certified  mail 
of  the  award,  bat  not  thereafter,  ^>peal  from  the  drnsinn  or  award 
of  the  Commissioa  to  the  Court  of  Appeals  for  errors  of  kw  under 
die  same  terms  and  conditions  as  gan/cra  appeala  frmn  the  Superior 
Court  to  the  Court  of  Appeals  in  ordinary  civil  actions.  Hie 
procedure  for  the  appeal  thall  be  provided  by  the  Rules  of  AppcUate 
Procedure. 

130A-429.  LimitBtion  on  claims. 

(a)  Exoqitas  provided  in  subsection  (b)ofthis  section,  any  claim 
under  this  Article  that  is  filed  more  than  six  years  after  the 
administration  of  a  vaccine  alleged  id  have  caused  a  vaodne-reiated 
injuty  is  barred.  ^^**"*  on  behalf  of  minora  or  incompetent  persons 
ahan  be  filed  by  their  parents,  guardians  ad  Stern,  or  guardians 
widun  the  appficabie  limitatifwis  period  estabHsbed  by  this  section. 

(b)  Claims  that  are  filed  in  accordance  with  the  procedures  set 
forth  in  GS.  130A-42S(b)  widm  six  years  after  die  date  of  die 
enactment  of  this  Article  shaU  not  be  bnred  unleas,  on  the  date  the 
claim  was  filed,  the  daimant  was  barred  by  the  ^iplieable  statute  of 
fimitstions  from  filing  an  action  for  damages  w^  reqiect  to  the 
subject  matter  of  the  daim. 

(c)  The  period  of  limitatkm  set  forth  in  this  sectaoo  shaU  be 
stayed  banning  on  the  date  the  daimant  files  a  petition  under 
Section  2111  of  die  Public  Hcakh  Service  Act,  PJ^  9^^,  and 
ending  120  daya  after  the  date  final  judgment  is  entered  on  the 
petition. 

Effect  of  Amendments.  -  The  1991  aiuawiment,  effective  June  26, 
1991,  and  ^ifdicable  to  claims  filed  with  the  Industrial  Commission 
on  or  after  that  date,  added  subaciLtiuu  (c). 

130A-430.  Right  of  State  to  bring  aetkm  against  heaUi  caie  provider 

mini  m^n^ffW^^jiiyj 

(a)  If  the  Im^fttr^l  Commission  makes  an  award  far  a  claimant 
who  it  determines  has  «-*-r^  a  vacdne-related  tntjury,  the  State 
may,  widiin  two  years  of  the  date  the  Commission  renders  its 
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decision,  bring  an  action  against  the  bealtb  care  provider  who 
administered  the  vaccine  on  the  ground  that  tbe  beakfa  care  provider 
was  negligent  in  administering  tbe  vacetoe.  Damages  in  an  action 
brought  under  this  section  are  limited  to  the  amount  of  the  award 
made  by  the  Commission  plus  the  ratimatrri  present  vahie  of  all  tbe 
aeivices  to  be  provided  to  tbe  claimant  by  tbe  Depaitzneat  and  the 
Depaitmeat  of  Human  Resources  under  G.S.  130A-427. 

for  a  who  k  determines  has  sustained  a  vaocioe-rdated 

injury,  the  State  may,  within  two  years  of  the  date  the  Commission 
renders  its  decision,  bring  an  action  against  tbe  mannfartiirer  who 
made  tbe  vaccine  on  tbe  ground  that  the  vaocme  was  a  defective 
product.  Damages  in  an  action  brought  under  Ais  section  are  limited 
to  the  amount  of  tbe  award  made  by  tbe  Commission  jdus  the 
estimated  present  vahie  of  all  tbe  services  to  be  provided  to  the 
claimant  by  the  D^MUtment  and  tbe  D^MTtment  of  Human  Resources 
under  G.S.  130A-427,  the  reasonable  oosu  of  prosecuting  tbe  action, 
including,  but  not  limked  to,  attorneys  fees,  fees  charged  by 
witnesses,  and  costt  of  exhibits.  For  purposes  of  this  subsection,  a 
defective  product  is  a  oovoed  vaccine  that  was  manu&ctured, 
tfansported,  or  stored  in  a  n^ligent  manner,  or  was  distr&uted  after 
TtM  expiration  date,  or^that  otherwise  violated  tbe  applicable 
requirements  of  any  license,  approval,  or  pcfmit,  or  any  apfdicable 
standards  or  requirements  issued  under  Section  351  of  tbe  Public 
Health  Service  Act,  as  amended,  or  the  federal  Food,  Drug,  and 
Cosmetic  Act,  as  these  standards  or  requirements  were  interpreted  or 
applied  by  the  federal  agency  charged  with  their  cnforoemenL  The 
n^ligeooe  or  otbCT  action  in  violation  of  applicable  federal  standards 
or  requirements  shall  be  demonstrated  by  tbe  State,  by  a 
preponderance  of  the  evidence,  to  be  the  proximate  cause  of  ^ 
injury  for  which  an  award  was  rendered  puisuaitt  to  G.S.  130A-427, 
in  ordCT  to  allow  recovery  by  tbe  State  against  tbe  manufecturer 
pursuant  to  this  subsection. 

130A-431.  (Effective  until  January  1,  1995)  Certain  vaccine 
diversions  made  felony. 

Any  person  who  (i)  receives  a  vaccine  designated  by  the 
manuiacturer  for  use  in  the  State,  Qi)  directly  or  iodirecdy  diverts  tbe 
vaccine  to  a  location  outside  tbe  State,  and  (ja£)  directly  or  indirectly 
profits  as  a  result  of  this  diversion,  is  guilty  of  a  Class  J  l^ony, 
punisbablebyinqmsonmenti^  to  three  years,  or  a  fine,  orbodi.  Tbe 
fine  shall  be  tweaQr-five  doDan  (S25.00)  per  dose  of  the  dxveited 
vaccine  or  one  hundred  thousand  doQars  (S100,(XX}),  «^hever  is 
less.  A  health  care  professional  convicted  of  a  Class  J  felony 
pursuant  to  this  section  who  is  found  by  tbe  court  to  have  divoted 
more  than  300  doses  of  covered  vaccine  shall  have  his  license 
suspended  for  one  year. 

Section  set  out  twice.  -  Tbe  section  above  is  effective  until  January 
1,  1995.  For  tbe  section  as  ammdcid  effective  January  1,  1995,  see 
tbe  following  section,  also  numbered  '*^U  130A-^31. 

130A-431.  (E£fective  January  1,  1995)  Certain  vaccine  diversions 
made  felony. 

Any  person  who  0)  receives  a  vaccine  designated  by  die 
manufecturer  for  use  in  the  State,  GO  directly  or  indirectly  diverts  tbe 


vaccine  to  a  location  outside  tbe  Slate,  and  Qii)  directfy  or  indirectly 
profits  as  a  reaok  of  tfus  divenion,  is  guilty  of  a  Claaa  I  lUoay.  Tbe 
fine  shall  be  twenty-five  doDan  ($25.00)  per  dose  of  tbe  diverted 
vaccine  or  one  hundred  thotisand  doDars  ($100,000),  wUcbever  is 
less.  A  beaUi  care  professional  ooovioled  of  a  Class  I  feiooy  pursuant 
to  this  section  who  is  found  by  the  oourt  to  have  diverted  more  than 
300 doses  ofcovciedvacriDeafaallhKve  his  ficensesnspcaded for  one 
year. 

Section  sec  out  twice.  -  Tlie  section  above  is  effective  laauaxy  1, 
1995.  For  tbe  section  as  in  effect  until  January  1,  1995,  see  tbe 
preceding  section,  also  numbered  130A-431. 

Editor's  Note.  -  Session  Laws  1993,  c.  539,  which  smmdcd  this 
section,  in  s.  1359  provides:  "ftosecutions  for  offenses  oommitted 
before  the  effective  dste  of  this  act  are  not  abated  or  affected  by  this 
act,  and  the  statutes  that  would  be  applicable  but  for  this  act  remam 
^ifdicable  to  those  prosecutions.'  Section  1359  of  Cbapta  539 
provides  that  the  act  becwnes  effective  January  1,  1995. 

Effect  of  Amendments.  -  The  1993  aiitendineut,  effective  January 
1,  1995,  and  apfriicable  to  offenses  occurring  on  or  after  that  date, 
substituted 'CIbss  I  fidaay'  for  "Class  J  fdony'  in  the  fiiat  and  third 
sentences,  and  deleted  'punishable  by  in^irisoanieat  to  three 
yean,  or  a  fine,  or  both*  at  tbe  end  of  tbe  first  smtmrr 

130A-432.  Scope. 

This  Axtiele  spfdies  to  all  daims  for  vacciDe-cdated  injuries 
occurring  on  and  after  October  1,  1986  and,  at  the  option  of  tbe 
claimant,  to  daims  for  vaociDe-related  injuries  that  occurred  before 
Octobo-  1,  1986  if  such  claim  has  not  been  resirfved  by  final 
judgment  or  by  srttlfmcat  agreement  or  is  not  barred  by  a  statute  of 
limitations. 

This  Aitide  apfdies  to  all  claims  for  vaccine  rclslrd  injuries 
allied  to  have  been  caused  by  covcjed  vaccines  ailministfrcd  within 
tbe  Stste,  regardless  of  where  an  action  relating  to  the  iiguries  is 
brought  and  regardless  of  where  tbe  injuries  are  a&^ed  to  have 

occurred. 

130A-433.  Contracts  for  purcfaaae  of  vaodnes;  <Sstri>ution;  fee; 
rules. 

(a)  Notwithstanding  any  law  to  tbe  oontnry,  the  Seoetary  may 
enter  into  contracts  with  the  manufecturen  and  luppbcn  of  covered 
vaccines  and  widi  other  pubfic  entities  either  widda  or  without  the 
State  for  tbe  pirrhatr  of  covcjed  vaccines  and  may  provide  for  the 
diatrS>ution  or  sale  of  tbe  covered  vaccines  to  health  care  providers. 
Local  beakfa  depvtments  »han  distribute  tbe  covered  vaodnes  st  the 
request  of  the  DqtaitowaC.  Hie  Secretary  shall  adopt  rules  to 
inqriement  this  Article  exo^  for  subsection  (b)  of  das  section. 

(b)  A  beakfa  care  provider  yiho  receives  vaccine  fiom  the  State 
may  charge  no  more  than  a  reasonabk  fee  estibfidied  by  tbe 
Commission  for  Hcakh  Services  for  tbe  aihiiiiiisliatiuu  of  tbe 
vaccine.  Vaccines  provided  by  the  State  to  focal  beakfa  departments 
for  administntion  shall  be  st  oo  cost  Id  tbe  pstimt 

Editor's  Note.  -  Session  Laws  1993,  c.  321.  s.  322  is  a  severability 
clause. 


Effect  of  Amcndmcntt.  -  The  1993  ameodroent,  effective  January 
1,  1994,  added  the  subsection  designations;  in  preseac  subsection  (a) 
deleted  the  fonner  third  and  fourth  senrcocci  which  read  "The 
Secretaiy  may  charge  a  foe  for  providing  a  covered  vaccine  to  a 
health  care  provider.  The  fee  shaD  be  set  at  an  amount  that  covers 
the  ooit  of  the  vaccine  to  the  Depaitmeat,  pta*  the  cost  to  the 
Depaitmeot  of  storing  and  distrftuting  the  vaccine',  and  added 
"except  for  subsection  (b)  of  this  section'  at  the  end;  in  the  first 
smrmor  of  present  subsection  (b)  substituted  "than  a  reasonable  fee 
estabHihed  by  the  Commisairo  for  Health  Servioea  for  the 
administntioo  of  the  vaccine'  for  "than  the  coat  of  the  vaccine  and 
a  reasonable  foe  for  the  administxation  of  the  vsocme. 

130A-434.  Child  Vaccine  Injury  Comprnsatinn  Fund  established; 
payments  from  Fund;  transfCT  of  appropriationa  and  receqits. 

(a)  There  is  estabfisbed  the  Child  Vaccine  Injuzy  Compensation 
Fund  within  the  Department  to  finance  the  North  Carolina  Childhood 
Vaccine-Related  Injury  Compensation  Program  created  by  this 
article.  The  money  compmsation  con^nents  of  all  awinis  made 
pui*uamto  Article  17  of  Chapter  130A  of  the  General  Statutes  shall 
be  paid  by  the  Department  from  the  Fund. 


(b)  Should  the  Dcpartrocnt  find  that  the  sum  of  apprupi  lationi 
and  receipa  is  insufficient  to  meet  financial  obligations  incurred  in 
the  administration  of  this  article,  appropriationa  and  receipts  in  the 
Department  and  in  the  Dqwitmeat  of  Human  Resooroes  which  would 
otherwise  revert  to  the  General  Fund  may  be  transferred  to  the  Child 
Vaccine  Injury  Conqwnsation  Fund  in  order  to  meet  such  obligations . 
The  D^MUtmeot  may  abo  budget  aoti^Mted  reoeqXs  as  needed  to 
inq>kment  this  article. 
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NORIH  CAROLINA'S  BfMUNIZATION  RULES 

As  reyised  effectiye  January  4, 1994 
15 A  NCAC  19A  .0400  (fonnotj  10  NCAC  7A  UMOO) 


JUn  DOSAGE  AND  AGE  KEQUIREMENTS  FOB 
IMMUNIZATION 
^)  Every  iMliridiial  is  North  raroBni  required  to  be 
j-*— pBrsunt  to  G^.  130A-152  throash  139A-157 
akal  be  i^mimiMH  acainst  the  foDawiDg  rtiiMiw  by 
ietd*iin  the  specified  miaiuinto  doMS  of  ▼■ffiaw  by  the 
fpedfied  agei: 

(1)  dii^UJicria,  tetanUf  and  who«^Mng  eoogh  o  fire  dcwet: 
three  dosei  by  age  one  year  aod  tmt  boocter  dwei,  oae 
ia  the  secoad  year  of  Efe  aad  the  scoood  oa  or  after  the 
fourth  birthday  and  before  enroIEng  ia  lehool  (K-1)  for 
the  first  tioM; 

(2)  oral  po&HnyefitiB  Taodae-three  doses  of  trirakBt  type 
by  age  t«*o  years  aad  a  booster  dose  of  triraleat  type  on 
or  after  tiie  fourth  birthday  and  before  *iB»g  ia 
school  (K-1)  for  the  first  time;  two  doses  of 
cnhanced-poteacy  inactiTated  pofionycfitiB  Taeeiae  may 
be  sobstibrted  for  t««o  doses  of  oral  poGomycfitis  Taccine; 

(3)  measles  (rubeola),  mumps  and  rubdh  Taedne  —  two 
doses  of  fire,  attrnnated  Tacdne:  one  dose  by  age  two 
3rcan  and  a  second  dose  before  ^—^"^  ia  school  (K>1) 
for  the  first  time; 

(4)  Hemophihis  iafioenzae,  b,  cMyngate  vaedae  —  three 
doses  of  HbOC  or  two  doses  of  FRP-OMP  by  i«e  one 
year  and  a  booster  dose  of  any  type  by  the  second 
birthday;  and 

(5)  hcpatitii  B  Taccine  —  three  doses  by  age  one  year. 

(b)    Notwithstanding  tiie  requirements  of  Paragraph  (a)  of 
Ois  Rule: 

(1)  Aa  individual  who  has  attained  his  or  her  seventh 
birtiiday  without  having  been  mununized  agaiast 
whooping  cough  shafl  not  be  required  to  be  iauianiaed 
with  a  vaedae  prcparatioa  rontaining  whooping  fowgh 
antigen. 

(2)  Aa  mdindnal  who  has  been  documented  by  ifrolngic 
testing  to  havea  protective  antibody  titer  agaiast  mbdla 
shall  not  be  required  to  receive  rubella  vaedae. 

<3)  An  individual  fdw  has  been  diagnosed  prior  to  January 
1, 1994,  by  a  physician  Brensed  to  practice  ssrdifinr  as 
having  measles  (mbecria)  disease  ahal  not  be  required  to 
receive  measles  vaccine. 

(4)  Aa  iadividual  attending  school  who  has  attainfd  his  or 
her  18di  birtiiday  shaD  not  be  required  to  recdve  oral 
poio  vaedae. 

(5)  An  iaCvidual  bom  prior  to  1957  shaD  act  be  required  to 
receive  measles  vaedne.  Aa  indhridaal  who  has  attained 
his  or  ho-  fiftieth  birthday  shall  not  be  required  to 
receive  rubcfla  vaedne.  Aa  in£vidual  who  catered  a 
college  or  uaiversity  after  his  or  her  thirtieth  birthday 
aad  before  February  1,  1989  shal  aot  be  required  to 
BBcet  the  reqnrcmeat  for  rubdta  vaedne. 

(O  Except  as  provided  in  Subparagraph  (bHS)  of  this  Rale, 
the  requirements  for  mumps  vaedne,  aad  for  booster 


doses  of  diphtheria,  trtaaus,  aad  whoojwng  cough 
vaccine  and  oral  poBomycBtis  vacciae,  shall  not  amply  to 
in£vidnals  who  lamfcrf  for  the  first  time  in  the  first  ^ 
grade  before  July  1, 1997.  ^ 

(7)  ladividaals  who  receive  the  first  booster  dose  of 
diphtheria,  tetanus,  and  whooping  cough  vaccine  on  or 
after  the  fourth  birthday  shaB  not  be  required  to  have  a 
second  booster  dose.  Infinduab  who  receive  the  third 
doseef  oral  pofiomydkiB  vaedne  on  or  after  the  fourth 
bMiday  shal  aot  be  required  to  receive  a  fourth  dose.  # 

0)  Infividnais  sftfndmg  a  college  or  university  shall  be 
required  to  have  three  doses  of  diphthena/tetanns  tmoid 
of  wUch  oae  arast  have  been  within  the  last  ten  years. 

(9)  IndividBab  bora  before  October  1,  1988  shall  aot  be 

b.  bfividuab  who  receive  the  first  dose  of  Hemophifau 
jaflnraiaf .  b,  vaedne  on  or  after  12  months  of  age  and 
before  15  months  of  age  shall  be  required  to  have  only 
two  doocs  of  HbOC  or  FRP-OMP.  lafividaali  who 
receive  the  first  dose  of  HeoMi^ihtt  iafhmmf,  b, 
vaeciBeoa  or  after  15  amnths  of  age  shall  be  required  to 
have  o^  oae  dose  of  aay  of  the  hemi^hilas  jaflufwae 
ea^ugale  vaccines,  j-"^"*^  FRP-^.  However,  no  4 
indivUaal  who  h»  passed  their  fifth  birthday  ShaB  be 
required  to  be  vaccinated  against  Hemojrfulnsinfhifasae^ 
b. 

dO)  ladivUaals  bora  on  or  before  July  1, 1994  ShaB  aot  be 
required  to  be  vaccinated  Ty*—*'  hepatitM  B. 

(U)  Eaecpt  «  provided  ia  Subparagraph  (b)  02)  of  this 
Rale,  the  lequircHMat  for  a  secaad  dose  of  measles,  ' 
ma^B  aad  rabcfia  vaedae  shaB  aot  amily  to  iadividuak 
who  earoB  ia  school  (K-1)  for  the  first  time  OB  or  before 
Jaly  1,1994. 

(12)  lafividaals  who  earoB  in  a  eoBege  or  university  for  the 
first  tiaw  after  July  1, 1994  shaB  be  required  to  have  a 
second  dose  of  meailfs,  mumps  and  rubella  vaedae.  ^ 

.•412  AFFBOVHD  YACCDiE  FREPARA110r6 

AB  vaedne  preparatioas  faeased  for  mterstate  ase  by  the 
Bureau  of  Biotagic  Standards  of  the  U.S.  Food  aad  Drug 
Adminitli  aiiua  are  appro? ed  for  use  in  fuBUBng  the  requirements 
of  10  NCAC  7a. MOl. 

4< 

MSNOIMnJGKXSFERSONALKLIEFNOEXEMmON 
Eiccptai  provided  ia  G.S.  138A-156  aad  G.S.  130A-157,  aad 
15A  NCAC  19A  .§404  aad  .§405,  ao  chBd  shaB  be  exempt  from 
the  requireaMateof  15A  NCAC  19A  .MOl;  there  is  ao  encptioa 
to  these  lequiiuauiU  for  the  caae  of  a  penoaal  befief  or 
phaoaophyof  apareatorgnartfaaaotfoaadedapona  rcBginm 
bdkf.  ' 

MH  MEDICAL  RXEMPnOPS  FROM  IMMUNIZATION 
(a)  Certificatioa  of  a  BMdcal  gemprion  by  a  physidaa 


panniBt  to  G^.  130A-156  shall  be  ia  wridns  and  shall  state  the 
basis  of  the  eKcmptkm,  the  spedfk  TaedDe  or  Taednci  the 
iadiridoal  should  oot  recerre,  and  the  leagdi  of  tiae  the 
dcmptiDa  win  af^  for  the  iodmdaaL 

(b)     The  fi>ilowias  are  laediral  eootraindicatioas  for  which 
Bwdkal  eKcmptioas  mmj  be  certified  by  a  physidaa  for 
immniuzatioBS  required  by  GS,  130A-1S2: 
(1)  PHtmsis  Taodne: 

(A)  PfermaBcnt  eootraindicatioas: 
0)  occarriiig  within  48  hours  after  receipt  of  pertussis 


three 


(D  fever  greater  than  403  C  (1943  F); 
(ID  hypotonic-byporeqwnsiTe  epiwde; 
(in)  anusnal  high-pitdied  crying 
hours  or  nwre; 
®  seizure  within  72  hours  aftier  receipt  of 


(Si)  encephalopathy  within  seven  da3rt  after  receipt  of 

pfTtiissis  vaccine; 
Gv)  iminwiiate  aDergic  reactiw  to  pertussis 

manifested  by  hives  or  anaphylaxis;  or 
(▼)  documented  history  of  culture  confirmed 
dnease. 

(B)  Temporary  contraindications 
G)  nndiagnoMd,  unstable,  or  evolving  nenrologieal 

conditions,  inrhiding  seizures;  or 
(fli  acute  febrile  iUncn. 

(2)  INi^ithena  or  tetanus  tanoids: 

(A)  Permanent  contraindications:  imin^iii**^  allergic 
reaction  to  diphtheria  or  tetanus  tosoids  manifcrted 
by  hives  or  anaphyiaxiB. 

(B)  Temporary  contraindications:  acute  febrile  iDncss. 

(3)  Measles  or  mumps  vacdae: 

(A)  Permanent  contraindications: 

&  sjgnifirantly  immnnocMnpromisingcooditionsother 

than  mv  infection; 
(n)  allergic  reaction  to  eggs  or  neomycin  maniffstfd  by 
anaphylaxis. 

(B)  Temporary  contraindications: 
Q  acute  febrile  iDncss; 

^  pregnancy. 

(4)  Rubdla  vaccine 

(A)  Permanent  contraindications: 

0)  sjgnifirantly  immunocompromising conditionsodwr 

than  HIV  infection; 
Ci)  allergic  reaction  to  neomycin  by 
anaph^axis. 

(B)  Temporary  contraindications: 
0)  acute  febrile  iDncn; 

(n)  pregnancy. 

(5)  Live  pob>  vacciac: 

(A)  PermsBf  nt  contraindiratinns: 
(D  significantly  immunocompromising  coaditioas; 
significantly  immnnorompromising  conditioa  in  a 


(B)  Temporary  I 
0)  acute  febrile  fflacn; 
00  pregaaacy. 
(O  HcmophilBS  influenzae  vacdae: 
(A)  Pfermaaent  contrain^cation: 


reaction  manifrstfd  by  anaj^ylaxis. 
(B)  Temporary  coatraindicatioBs: 
0)  acute  febrile 
(S) 


ACCESS  TO  IMMUNIZATION  INFORMATION 
(a)  Fhysidaas,  local  health  departments  and  the  Department 
shall,  upon  request  and  without  consent  release  the  immnniation 
information  specified  in  Paragraph  (b)  to  the  following 
organizations: 

0)  schools  K-12,  idMther  pnbfic,  private  or  rd%ioos; 

(2)  Bcensed  and  registered  daycare  faciBtifs  as  defiaed  in 
GS,  U0-86q)  and  GS.  U»-101; 

(3)  Head  Start;  aad 

(4)  colleges  aad  universities,  whether  pubfic,  private  or 


(b)  The  following  ii  the  iauiunization  information  to  be 
released  to  the  organizations  specified  in  Paragraph  (a): 
d)  same  aad  address; 

(2)  aame  of  the  parcat,  guardian,  or  person  standing  in  loco 


(3)  date  of  birth; 

(4)  gaMicr; 

(5)  race  aad  cthaidty; 
:  ^pe,  date  and  doM  administered; 

aad  addrem  of  the  phyaidaa  or  health 
:  that  nil— »»«»tf^f*fd  ttA  dosc^  aad 

of  a  ifdiral  or  rcfigioas  nretn  prion 
by  the  Immuaizatioa  Braach  to  mttt  the 
of  130A.15€  aad  ISA  NCAC  19A 
.0404orG.S.13«A-lS7.  If  sachadetcrmiaatioahasaot 
been  made  by  the  Immunization  Branch,  the  person 
shall  have  nceem  to  the  certiCtation  of  mrdirsl  and 
rdigions  exempdons  required  by  G.S.  130A-15(  or  G.S. 
130A-157  and  ISA  NCAC  19A  .0404. 

SEC  .ISit-PUBCHASE  AND  DISTKIBUTION  OF  YACONE 


YACONB  FOE  PEOYIDEBS  OTHEE  THAN  LOCAL 
HEALTH  DEPAElMEmS 

(a)  1W  Departmcat  of  Eaviroamcat,  Health,  and  Natural 
Rewwirces  provides  vacciaes  required  by  law  firee  of  charge  to  the 
foflowing  providers  for  adnuaktration  to  individuals  who  need 
vacdaes  to  meet  the  requRmcat  of  G.S.  130A-1S2,  130-1S5.1 
aad  ISA  NCAC  19A  .0401: 

(X)  Community,  migrant,  and  rural  heaUi  ceitfcrs; 
(2)  CoOegcs  and  universities  for  stadents;  and 
O)  Physicians  and  other  health  care  providers. 

(b)  Upoareqaestof  the  DcpaftBMat,  required  vacdact  may 
be  distribnted  by  local  health  departmcats  operating  as  agents  of 
the  State  to  providers  fisted  ia  Subparagraphs  (a)a).  (2)  aad  (3) 
ofthkRule. 

(c)  Providers  authorind  in  Pan^nph  (a)  of  this  Rule  shaD  be 
efipUe  to  receive  free  vacdaes  firom  the  Department  only  if  ttey 
sign  an  agreenseat  with  the  Dcpartmeat.  lUs  agreement  wiD  be 
prepared  by  the  lamiunizatioa  Braach  aad  wiD  require  tbe 
provider  to: 

0)  Charge  ao  amre  thaa  fifteen  dollars  (SIS.OO)  for  ooe 
of  vacdae  and  five  dollars  ($S.OO)  for  each 
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additional  dose,  up  to  a  mi-rimuia  of  twenty  fire  dollan 
($25.00)  af  a  reasonable  fee  for  adminirtration  of 
TacdDCi  Sivca  at  a  single  Tint; 

(2)  provide  all  vaccines  needed  during  a  riut  anlen  a 
specific  eontraindication  easts  to  one  or  more  of  the  tawincs; 

(3)  Charge  no  office  fee  in  addition  to  an  administration  fee 
fye  an  jmrnnnintion-only  nnt; 

(4)  Agree  not  to  charge  an  administration  fee  to  an 
indiridnal  who  states  that  they  are  onable  to  pay; 

(5)  Impose  no  ooodition  as  a  prerequisite  to  reteifing 
Tsedne; 

(6)  Report  m  writing  or  electronically  die  name  and  social 
security  number  of  the  person  to  whom  Taedne  was 
administered,  the  date  of  administration,  the  type  and 
doseof  Taocine(s)  administered  and  the  proridcr  number 
of  die  i^ysician  or  cfinic  administering  the  Taedneto  the 
Immunization  Branch,  at  least  monthly  by  the  fifth  day 
of  each  month; 

(7)  Report  adTcrse  Tacdne  reactions  through  the  Vaccine 
Adverse  Event  Reporting  System  (VAERS); 

(8)  Obtain  a  signed  Important  Information  Statement,  (US), 
Vncdne  Information  Pamphlet  (VIP),  or  a  separate 
signature  card  or  log  sheet  that  contains  a  dedaratiTe 
slalwnent  specified  by  the  Branch  for  each  dose  of 
▼acdnc  administered;  retain  the  signed  portion  for  a 
period  of  10  years  following  the  end  of  the  calendar  year 
in  which  the  form  was  signed,  or  for  10  years  following 
the  redpienf  s  tg/t  of  miuority,  wUchercr  is  longer; 
upon  request,  furnish  copies  of  the  signed  portion  to  the 
local  hcaUi  department  or  the  Department;  Keep  a 
record  of  the  vaccine  manufacturer,  lot  number,  and 
date  of  administration  Cor  each  dose  of  vaccine 
administered; 

(9)  AUow  periodic  inspection  of  their  vaccine  suppQes  and 
records  by  the  Immunization  Branch;  and 

aO)  Comply  with  the  rules  of  this  Section, 
(d)  A  provider  ¥iw  fails  to  submit  timdy  and  accurate 
reports,  as  required  in  paragraph  (c),  twice  in  any  12  month 
period  shaD  have  tiieir  efigilMfity  to  receive  state  vaccine 
suspended  for  a  period  of  one  year.  A  provider  who  faik  to 
con^rily  with  any  of  the  other  requirements  of  Ais  Rule  may  have 
their  cfigibifity  suspended  by  the  Department  for  a  period 
determined  by  the  Dqiartmest  and  may  be  subject  to  an  action 
brought  pursuant  to  GS.  130A-27.  AH  suspensions  of  cfigibifity 
Shan  be  in  accordance  with  GS.  130A-23. 


San  Bernardino  Health  and 
Safety  Code 

Proposed  language:  1 
Current  Statute:  2 


r 


4 


C 


1 


PrQposed_Language  for  AB  U  7 1  Dated:     May  4,  1994 

Article  3  (commencing  with  Section  3391)  Is  added  to  ChaDter  7  of 
Division  4  of  the  Health  and  Safety  Code,  to  read:  '-^PW  7  of 

Article  3.     Disclosure  of  Immiinlzatlon  Status 

^^^o  purposes  of  this  section,  "health 

care  provider  means  any  person  licensed  pursuant  to  Division  2  of  the 
Bualness  and  Professions  Code. 

f«M^«M«^      ^,    .  ^'o^thstanding  any  other  provision  of  law.  the 

following  medical  infonnation  about  an  individual  patient  may,  w^iout 
consent  be  disclosed  to.  or  shared  with,  health  ca^e  provided  and  the 
tocal  city  or  cmin^  health  officer,  through  comprehenSve  immunization 

registry  systems  ihat  are  developed  by  local  health  departments* 
(1)  Name. 

(2|     Date  of  birth. 

(3)  Type  and  date  of  vaccination. 

(4)  Manufacturer  and  lot  number. 

(5)  Adverse  reaction  to  immunizations 

(6)  Unique  Identifier. 

(7)  Address. 

,  .  ^     t  These  Immunization  registry  systems  shall  he 

operated  by  a  local  health  officer  under  the  authority^f  Section  3 1 1 0 
th*  ir^^    ,  School  officials  may  receive  Information  about 

the  tonunlzation  status  of  their  students  from  the  local  he^th 
department  that  is  operating  the  immunization  reglsSy  syBteS! 

fhP^  rr^nfi...'.  ^AA  "^^^^  PortiOH  of  the  birth  certificate  containing 
the  mother  s  address  may  be  made  available  to  the  local  health 
depamnent  for  enty  ^to  the  immunization  re^tiy  to  SScr  t^^LSSL^ 
a  data  base  of  children  to  be  monitored       immuni^^atlon  sStu^^ 

reminder  noUces,  'and  rnlicS  iiSSnSuon 
patients  with  the  previous  births  within  the  county.  ^^^^i^^uon 

^.  ,  The  disclosure  of  information  ncrtalnins?  to  a 

^^)F^lTut^'^^u''^-H!^         ^^^^  department,  in  conjunction 
with  other  licensed  hcaith  care  providers  and  schools  to  utiifr^ 
mmunization  registry  systems  in  order  to  incrS^  the  rat^^^f 
immunization  compliance,  thereby  reducing  the  intSdinrr^f  llVl*^ 
preventable  disease  within  their  cornmunlty^       incidence  of  vaccine 


Id  SCO 


0  D  o  Q 


-^*-/%  y^^^i^ 


COMMUNICABLE  DISEASE  PREVENTION 

Div.  4 


Section 

3111. 
3111.5. 
3112. 
3113. 
3il4. 

3115. 
3116- 
3117. 
3118. 
3119. 

3120. 
3121. 
3122. 
3123. 

3123J5. 

3124. 
3125. 


I; 


Enforcement  of  orders,  rules  and  regulations.  ^      ^      ,    ^  , 
Qualifications  of  inspectors  or  invcsligators  in  Los  Angeles  County. 
Places  of  quarantine;  establishment  and  maintenance. 
Quarantine  against  another  city  or  county. 

Quarantine  and  disinfection  of  persons  and  properly:  destruction  of  propeny: 

compensation.  , 
Quarantine  or  isolation;  cases  of  communicaole  disease. 
Compliance  with  quarantine. 
Leaving  quarantined  premises. 

Exclusion  of  persons  from  school.  .  .  r    i  , 

Raising  of  quarantine:  treatment  or  destruction  of  property:  disinfecticn  of 

persons. 
Repealed. 

Report  of  local  epidemic:  contents. 
Repon  of  certain  diseases:  telegraph  or  ielephone. 

List  of  reporuble  diseases;  estsblishmcni  by  department;  rales  requiring 

quarantine:  quarantine  by  health  ofncer;  publication  of  h'it. 
Noncompliance  with  modined  isolation  order,  issuance  of  strict  isolation 
order. 

Weekly  reports  to  county  health  ofncer. 
Duty  to  report  diseases  to  health  officer. 

Chapter  3  was  addtd  by  Sfa:s.l957,  c.  205,  p.  853,  §  20. 
Cross  References 
?unishincni  for  violation*  oT  chapter,  see  §  3354. 

Library  References 

Health  an«i  Environment  <»7(3;.  22  ci 
WESTLAW  Topic  Mo.  199. 
CJS.  Health  and  F-nvironrncnt  §§  13,  18. 

§  3110.   Duty  of  health  officers  to  prevent  spread  of  diseaic 

Each  health  officer  knowing  or  having  reason  to  believe  ihal  any  case  of  the 
.  diseases  made  reportable  by  regulation  of  the  State  Depanment  of  Health 

:  ^fVfVw6:  Serx'ices.  or  any  other  contagious,  infectious  or  communicable  disease  e.xist5. 

o-  has  rccenUy  existed,  within  the  territory  under  his  jurisdiction,  shall  talce 
'i{lU^SArCUl sxAch  measures  as  may  be  necessary  to  prevent  the  spread  of  the  disease  or 
i  occurrence  of  additional  cases. 

^  ^  (Added  by  Stals.1957.  c.  205.  p.  S53,  §  20.  Amended  by  Stats.  1971.  c  1593.  ?•  3276 

§  172.  creative  July  1.  1973;  Stats.  1977,  c  1252.  §  270.  operative  July  1.  197S.) 

HUlorleai  and  St*tutory  Noten 

Pol.C  §  29793,  >dded  Stats.l90t.  c  »S.  p.  W. 
5  1.  om<ntde<i  <;taL«i.l907.  C.  SI.  p.  lOS,  S 
Stats.i9U.  c.  250.  p.  430.  §  1:  Stat*.l9X7. 
123.  p.  171.  §  1. 


  ion  of  existing  law,  sec  Hi«Ofical 

and  Statutory  Notes  under  §  4iu. 

Operative  effect  of  amendraem  by  Stats.  1971, 
c.  1593.  see  Historical  and  Statutory  Note;  en- 
der  S  20. 

OertvAtlon:  Farmer  §  2SS4.  added  by  Stats. 
1939,  c  *0,  p.  S38.  §  2554. 

Cross  Reference* 
Neclect  of  health  ofTicer  to  perform  do:Ic.%  misdemeanor,  tee  «  24803. 

348 


Rhode  Island  Statute 
Amended 

[See  Section  23-1-18  (10)] 
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23-1-L8  HEALTH  AND  SAFETY  6 

Hlscoiy  of  Sectioa. 
P-L.  1991.       220,  L 

23-1-lS.   Power  to  provide  rules  and  r^nlatzons  in  specific 
areas.  —  Without  limiting  the  generality  of  the  foregoing,  the  rules 
and  regulations  relating  to  sanitation  and  health  provided  for  by 
§  23-1-17  may  include: 
I  (1)  Provisions  fixing  responsibilities  of  own«s,  operators,  and  oc- 

I  cupants  of  land  or  buildings  for  the  sanitary  candition,  maint^iance, 

I  use,  and  occupancy  of  the  land  and  buildings, 

i  (2)  Minimum  standards  with  respect  to  the  r^portii^  of  any  dis- 

iease  and  the  quarantine  of  persons  affected  by  that  disease. 
(31  Minimum  standards  and  conditions  for  the  location,  construc- 
tion and  sanitary  quality  of  all  drinking  water  supplies. 
,  (4)  Minimum  standards  for  facilities  and  sanitary  conditions  for 

schools  and  the  health  care  for  school  children. 

(5)  Minimum  standards  with  respect  to  tiie  maintenance  and  op- 
eration of  food  businesses. 

(6)  Minimum  standards  of  air  quality  consistent  with  himian 
health. 

\  (7)  Minimum  standards  consistent  with  human'  health  for  the 

quality  of  the  waters  of  the  state. 
(8)  Minimum  standards  consistent  with  human  health  for  the 
j  quality  of  public  drinking  water.  ^ 

'  (9)  ^Onimimi  standards  for  immunization  and  testing  &r  com- 

municable diseases,  including,  but  not  iTTnTfi:^^  to  tuberculosis,  of 
employees,  children  and  students  at  any  child  day-care  center,  &m- 
ily  day-care  home,  private  nursery  school,  any  other  regular  pro- 

i  gram  providing  educationad  services  to  preschool-aged  rhfldrPTi,  pub- 

lic or  private  school,  college  or  xmiversity. 

(10)  Provisions  requiring  the  reporting  of  mTrmn'mfaf^n  status 
and  any  other  relevant  information  that  the  Director  determines 
appropriate  for  persons  under  the  age  of  18  years  for  the  purpose  of 
establishing  and  maintaining  a  childhood  ismmnization  registry, 
provided  however,  that  all  personally  identifiable  infiarmation  ob- 
tained pursuant  to  this  section  shall  be  subject  to  the  provisions  of 
§  5-37.3-1  et  seq. 


History  of  Section. 

Gl^  1956.  5  23-1-18,  as  eoacted  by  Pi. 
1966.  di.  109. 5  1;  PJ^  1967,  cfa.  Si,  §  1;  PX. 
1968,  ch.  192.  §  1;  Pi.  1971,  ch.  42,  §  1:  P.L. 
1377,  ch.  182.  5  8:  P.L  1977.  cfa.  279,  5  1; 
PJL  1978.  ch.  131,  i»  2;  PJ.  197S,  cfa.  229. 
5  3:  P.I_  1993,  ca.  253.  §  2;  Pi.  1993,  ch. 
406,  <i  2. 

Compacr's  Notes.  Pi  1993.  ch.  253.  5  2 
and  P.L.  1993.  ch.  406.  ii  2  enacted  ideotieai 
Aaendaencs  to  this  MctioQ. 

Sectioa  5  of  Pi-  1993.  ch.  406  provides: 


"AH  rules  and  tegalatzons  isspcd,  ■vioptfri. 
mnAiGoA  or  repealed  by  the  Director  of 

Conuaissioner  of  EdmtioQ:  tfaa  Dheitfir  of 
Sesltii? ComnisBionar ni  ruiimir iii  n  aod 
Sccoodary  Education:  and/or  Director  of  the 
Department  of  Children.  Tooth  and  Their 
Faxtulies  tdattog  to  hnmnnizztioQS  and/or 
testinjc  for  fommnnirahlr  (ii»ase»  shall  !•> 

m^tn  iix  ftlH  fiinje  and  effect  Tmrtl  ^nrj^  trmm 

as  th«  Din-ctorofHiealth  promuieatcs  icgula- 
doas  pazsnanr  to  this  act.' 
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The  McCormack  Institute  regularly  publishes  Occasional  Papers  on  issues 
deemed  worthy  of  further  public  attention.   We  encourage  limited  duplication  of  our 
Occasional  Papers  for  classroom  and  "in-house "  use  but  request  written  notice  of 
number  of  copies. 

Ordering  Information: 

To  order  an  Occasional  Paper  or  Report,  enclose  a  check  in  the  amoum  of 
$5.00  made  payable  to  the  McCormack  Institute  and  mail  to: 

Occasional  Paper  Series 

John  W.  McCormack  Institute  of  Public  Affairs 

University  of  Massachusetts  Boston 

100  Morrissey  Boulevard 

Boston,  MA  02125-3393 

or  call:  617-287-5550 
Fax:  617-287-5544 


Instructions  for  Contributors: 

Authors  interested  in  submitting  manuscripts  for  publication  by  the  McCormack 
Institute  should  comact  Richard  Hogarty,  Associate  Director,  at  the  above  address. 


New  England  Journal  of  Public  Policy 

The  McCormack  Institute  also  publishes  the  New  England  Journal  of  Public 
Policy,  a  semi-annual  publication  designed  for  scholars,  practitioners,  policy  analysts, 
and  the  general  public.  It  focuses  on  a  variety  of  policy  issues  from  both  theoretical  and 
applied  perspectives.  Periodically,  an  emire  issue  of  the  Journal  is  devoted  to  a  single 
subject.  Examples  include  a  1988  issue  on  the  AIDS  epidemic  (later  published  by  Beacon 
Press),  a  1990  issue  on  "Women  and  Economic  Empowermem, "  and  a  1992  issue  on 
"Homelessness  in  New  England. " 

For  subscription  information,  comact  the  McCormack  Institute. 
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Phyllis  Freeman,  Kay  Johnson,  Janice  Babcock,  A  Health  Challenge  for  the  States:  Achieving  Full 
Benefit  of  Childhood  Immunization.  February  1993. 

1992  r 


Lawrence  S.  DiCara,  Time  For  A  Change?  An  essay  occasioned  by  the  publication  of  Time  For  A 
Change  by  Ted  Frier  and  Larry  Overlan..  December  1992. 

Marjorie  Molloy  Malpiede,  Reversing  Public  Opinion:  The  Defeat  of  the  Tax  Roll-Back  Petition 
of  1990.  November  1992. 

Morton  A.  Myers,  Of  Course  It's  a  Good  Idea.  But  Do  We  Have  to  Pay  for  It?  or  Is  There  an 
Auditor  in  the  House?.  July  1992. 

Chris  Tilly  and  Randy  Albelda,  It'll  Take  More  Than  A  Miracle:  Income  in  Single-Mother 
Families  in  Massachusetts.  1979-1987.  March  1992. 

1991 


Richard  A.  Hogarty,  Searching  for  a  UMass  President:  Transitions  and  Leaderships.  1970-1991. 
Fall  1991. 

Joseph  S.  Slavet  and  Raymond  G.  Torto,  After  the  Honeymoon:  Conjugal  Bliss  or  Fiscal  Chaos?. 
March  1991. 

1990 


Joseph  S.  Slavet  and  Raymond  G.  Torto,  After  the  Revolt:  A  Framework  for  Fiscal  Recovery. 
Oaober  1990. 

Joseph  S.  Slavet,  Raymond  G.  Torto,  Edmund  Beard  and  Louis  C.  DiNatale,  After  the  Miracle:  A 
History  and  Analysis  of  the  Massachusetts  Fiscal  Crisis.  May  1990. 

Padraig  O'Malley,  Northern  Ireland:  Questions  of  Nuance.  February  1990. 

Barry  Bluestone,  Mary  Ellen  Cohen  and  Thomas  Ferguson,  Commonwealth's  Choice:  Results 

From  The  Massachusetts  Public  Opinion  Survey.  January  1990.  f 
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Occasional  Papers 

1989 

Barry  Bluestone  and  Randy  Albelda,  Taxes  in  Massachusetts:  Myth  and  Reality.  April  1989. 
1987 

Barry  Bluestone,  Chris  Tilly,  Bennett  Harrison,  The  Reasons  for  Increasing  Wage  and  Salary 
Inequality.  1978  -  1984.  February  1987. 

Joseph  S.  Slavet  and  Raymond  G.  Torto,  Residential  Tax  Exemption  Policies:  Trends.  Impacts  and 
Future  Options  for  Boston.  January  1987. 

1985 

James  T.  Campen,  Private  Banks  and  Public  Money:  An  Analysis  of  the  Design  and 
Implementation  of  the  Massachusetts  Linked  Deposit  Program.  Winter  1985. 

James  T.  Campen,  Public  Policy  and  the  Missing  Link:  A  Progress  Report  on  the  Design  and 
Implementation  of  the  Massachusetts  Linked  Deposit  Program.  December  1985. 

Joseph  S.  Slavet  and  Raymond  G.  Torto,  Boston's  Recurring  Crises:  Three  Decades  of  Fiscal 
Policy.  June  1985. 

1983 

Joseph  S.  Slavet,  Housing  Issues  in  Boston.  Guidelines  for  Options  and  Strategies.  December  1983. 
Joseph  Marr  Cronin,  Public  Education  in  Boston.  November  1983. 

Robert  A.  Dentler,  Some  Key  Issues  Facing  Boston's  Public  Schools  in  1984.  November  1983. 

Joseph  S.  Slavet  and  Raymond  G.  Torto,  Boston's  Fiscal  Future:  Prognosis  and  Policy  Options  for 
1984  to  1986.  Oaober  1983. 

Joseph  S.  Slavet,  New  Directions  for  CDBG  Housing  Policies  and  Programs.  April  1983. 
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TRANSCRIPTS 


A  Transcript  of  the  Proceedings  of  the  March  6,  1993,  Sixth  Annual  Seminar,  The  Job  Ahead: 
Planned  Growth  in  a  Protected  Environment.  Seminar  arranged  by  Kathleen  Foley  and  Ian  Menzies 
and  presented  by  the  John  W.  McCormack  Institute  of  Public  Affairs,  UMass  Boston. 

A  Transcript  of  the  Proceedings  of  the  March  6,  1992,  Fifth  Annual  Seminar,  Rx  for  Recovery: 
Planned  Growth  in  a  Protected  Environment.  Seminar  arranged  by  Kathleen  Foley  and  Ian  Menzies 
and  presented  by  the  John  W.  McCormack  Institute  of  Public  Affairs,  UMass  Boston. 

A  Transcript  of  the  Proceedings  of  the  April  5,  1991,  Fourth  Annual  Seminar,  Growth 
Management.  Land  Use,  Regionalism  and  the  Environment.  Seminar  arranged  by  Kathleen  Foley 
and  Ian  Menzies  and  presented  by  the  John  W.  McCormack  Institute  of  Public  Affairs,  UMass 
Boston. 

A  Transcript  of  the  Proceedings  of  the  March  27,  1990,  Seminar,  Land  Use:  Forgotten  Key  to 
Quality  of  Life.  Seminar  arranged  by  Kathleen  Foley  and  Ian  Menzies  and  presented  by  the  John 
W.  McCormack  Institute  of  Public  Affairs,  UMass  Boston. 

A  Transcript  of  the  Proceedings  of  the  September  22,  1989  Conference,  Southeastern 
Massachusetts:  Maintaining  Momentum.  Seminar  arranged  by  Kathleen  Foley  and  Ian  Menzies  and 
presented  by  the  John  W.  McCormack  Institute  of  Public  Affairs,  UMass  Boston. 
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